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Kinh gui:
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BO Y t6 t6 chtc phion hep HQi d6ng KHCN c6p B0 (duqc thdnh lQp tai Quyct

dinh sO 4g}g /QE-BYT ngdy 1 61 12 l2OlO cua Bd trucrng Bq Y te) tiOn hanh nghiem

thu d0 tii nghiOn cfu khoa hoc cdng ngh0 cAp BQ:

Ten dd tIi: Nghi0n cuu mo rQng theo d6i hiOu quA tr6nh thai vd do an todn cua

dWrg cUfil cung TCu 380A cua cong ty SBM- An dg.

Chtr nhigm dd thi: PG,S. TS Nguydn Vtiit niin- Th* trutng BQ Y tii.

,Esn vi chtr tri dd tdi: BQnh viQn Php sAn Trung ucrng

Thli gian: t4g, ngiry 22 th6ng 12 nam 2010

Dia di6m: Phdng hqp Vry Khoa hoc vd Ddo tao - Bo Y rc'

P411 Nhd Didu hanh - B0 Y rc'- Sa'l3BAGidngv6, Ha IVoi

.Kinh mdi c6c thdnh vi0n HOi dong va c6c qui vi dai bi€u toi tham dg phi0n hop

ddy dt vd dfng gio.

Xin tr6q trgng cdm on./.

Nol nhpn:
-Nhu,t6n;
- TT Nguy6n Vilit Ti6n (dc

b6o c6o);
-Luu: VT; l<2ET(2);

CQNG HOA XA HQI CHU NGHIA VIET NAM
DOc 16rr - Tu do - Hanh phric

TL. BO TRUONG
KT. VU TRUOT{G VU KHOA HQC VA DAO T4O

,".:1, I .

.....,.....

I :"rl
. .,. tr,i;tir1

lt,ir'.,t.
, 

, r.:4lti.. 
j.

TRUONG

Thi Oanh



CONG HOA XA UOT CHU r.gCUiA VTBr NAM
Doc lAp - Tu do - Hanh phric

Hd Noi, "sdy 16 rhdng .// ndm 2010

^/
QUYET DINH

Vii viQc thanh l$p HQi tldng Khoa hgc c0ng nghQ

ngtrigm thu dd ia,i klou hqc c6ng nghQ c6p BQ

B0 rnUoxc B0 Y rE

.' 'C6n cri Nghi dinh s5 188/20074{D-CP ngity 27lt2l2!07cua Chinh phu.quy dlnh

v6 chrlc nfog, nhiem qr, quy6n hpn vd co c6u t6 chirc cua BQ Y t0;

CIn crl Th.Qng tu s6 3712010/TT-BYT ngdy 161812010 Qu.y dinh vO quan li dC

tAi nghi€n cuu khoa hQc vd dU 6n san xu6t thu nghiQm cap B0 Y t6 ;

CLn cf Quyet dinh so 4391/QD-BYT ngiy O8llUz}Ol cia BQ tru&ng 89 Y te vd

viQc phe duyQt dd tni nghiOn criu khoa hoc cAp B0;

X6t bi€n ban hqp HQi d6ng khoa hgc c6p co so cua BQnh viQn Phu sdn Trung

u*g;
Xet d6 nghi cua Ong Vp trucmg Vp Khoa hsc vd Ddo t*o B0 Y tti,

QUY6T DINH:

Didu 1. Thenh lap HQi ddng KHCN cap bQ nghiOm thu chinh thfrc ket quA nghiOn

', ctfu dd Ai khoa hgc cflP B0:

TCn dd tli: Nghi0n cuu mo rQng theo d6i hiQu qud tranh thai vd d0 an todn cua

'i dqng cU Ul cung TCu 380A cua c6ng ty SMB- An d9.

Chir nhigm d€ tii: PGS.TS Nguv6n Vi6t ri6n.

Dc,n vi cht tri dd tii: Benh viEn Phu sAn Trung uong.

HQi ddng gdm c6c nhi khoa hoc c6 tOn trong danh sdch kdm theo.

Didu 2. Hgi d6ng Khoa hgc c6ng nghQ c6 nhiEm vq d6nh gi6 kCt quA nghiOn cuu

cta <tA tAi r6n tnlo quy ainh d6nh gi6 nghlQm thu c6c AC tai khoa hqc c6ng nghQ do B0

Ktroa hgc COng nghe vi BQ Y td ban hdnh. ,

Ditu 3. euy6t dinh ndy co hiQu lUc k€ tu ngdy ky. Hqi dong sC gi6i th6 sau khi

hofui thfuth c6c nhiEm vu.

' DiBu 4. C6c Ong Vu truong Vp Khoa hgc Ddo t4o, Thtr truolg don vi ch\i tri dd

ttri vi c6c OnglBi c6 tOn trong diOu 1 chiu tr6ch nhiEm thi hAnh quy€t dinh ndy'/.
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Doc IAp - Tu do - Hanh phtic

DANH SACH
Thinh vi6n H6i ddng KHCN nghiem thu dd tai KHCN cap Bo

f6n:.$d tAi: Nghi€n cftu md rQng theo d6i hiQu qu6 tr6nh thai vd dQ an todn cup dung

cU tu cung TCu 380A Cua cdng ty SMB- An d9.

(Kbm theo QD sd IQD-BW ngdy thdng ndm 2010 crta BA tudng BO Y t€')

I oon vi
i

PGS.TS Nguy6n Euc Hinh 
i

Trucrng Dai hqc Y Hd NQi Chu tich HOi dong

GS. TS fran fni Phucrng

Mai
I - Uy viOn NhAn x6t

PGS.TS Nguy6n Ngq. Minh Trucrng Dai hqc Y Hd NQi
i - UV viOn NhAn x6t

i - Uy viOn

TS. Le Hoang Benh viQn Phu sAn Trung ucrng 
i - Uy viOn

ThS. Nguy6n Minh Tu6n Vp Trang thiCt bivd c6ng trinh y '

te- 86 Y tC

TS. TrAn Thi Oanh Vu Khoa hQc va Ddo tao - Uy vi0n
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ThS. Le Hi0u- Chuy€n viOn Vu Khoa hoc vh DIo tao, B0 Y td'
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Ho vir t€n
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Vp suc khoe ba me vir trd em

B0 Y tti

Bqnh viQn B4ch Mai
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MINISTRY OF HEALTH

Ref: 1011/GM-BYT

SOCIALIST REPUBLIC OF VIET NAM

Independence - Freedom - Happiness

Ha Noi, December 16th 2OlO

INVITATION

To: .

Ministry of health organizes Scientific committee meeting (pursuant to the

Government's decision No.4929/QD-BYT of December 16th 2010 of Minister of Health)

proceed with approve scientific and technologic research.

Tittle: Study expanded efficiency contraceptive and safety of Tcu 3804- IUD SMB,

Indian company.

Principal researcher: NGUYEN VIET TIEN MD., PhD. - Vice Minister of Health

Management's office : The National Hospital of Obstetrics and Gynecology

Time: 2P[,December 22"d 2OlO

Location: Scientific and Training Department - Ministry of Health

Room 411 Main buiding- Ministry of Health- 138,4. Giang Vo, Ha Noi.

We're inviting all of members in the Scientific Committee and Delegates respectfully

coming to session completely and on time.

Yours sincerely,

Places receivdd

- As above
- Nguyen Viet Tien-Deputy MOH
- Save: VT;K2DT(2) Deputy Chief

(Signed and sealed)

q'
^!f"&,

%

Minister of Health

On behalf of Chief Scientific and Training Department

Tran Thi Oanh



MINISTRY OF FIEAI.TH

Ref: 10L1/QD-BYT

**** **rr

SOCIALIST REPUBLIC OF VIET NAM

Independence - Freedom - Happiness

Ha Noi, December 16th 2OIO

DECISION OF ESTABLISH THE SCIENTIFIC COMMITTEE APPROVING

THE RESEARCH MANAGED BY MINISTRY OF HEALTH

MINISTBR OF HEALTH

- Pursuant to the Government's Decree No.188/20074ID/CP of December 2Jth ,2007 defining

the functions, tasks, powers and organizational structures of the Ministry of Health;

- Pursuant to the Government's circularNo.3712010/TT/BYT of August 16ft, 2010 defining

the scientific research and trial production project of the Ministry of Health;

- Pursuant to the Government's decision No.4391/QD-BYT of November 8th, 2007 regarding

to approve scientif,rc research managed by Ministry of Health;

- According to the meeting report of Scientific Committee of the National Hospital of

Obstetrics and Gynecology;

- According to the proposal of Chief of Scientific and Training Department - Ministry of

Health

DECIDES

Article 1. To Establish the Scientific Committee of Ministry of Health approving the results of the

research officially. 
:

Tittle: Study expanded efficiency contraceptive and safety of Tcu 3804- IUD SMB, Indian

company.

Principal researcher: NGLIYEN VIET TIEN MD., PhD. - Vice Minister of Health

Management's office : The National Hospital of Obstetrics and Gynecology

' Committee include scientists whose name in list enclose.



Article 2. The Scientific Committee evaluated the result of the research following all rules for

evaluation of scientific researches which promulgated by Ministry of Scientific and Ministry of

Health.

Article 3. This Decision takes effect since the issued day. The Committee will be itself dissolved

after finishing the tasks.

Article 4. Mr. Chief of Scientific and Training Department, the Chief managed the research and

Mr.A4rs. with the name in Article 1 shall have to implement this Decision.

On behalf of Minister of Health

Vice Minister of Health

(Signed and sealed)

Nguyen Thi Kim Tien



MINISTRY OF I{EALTH
***** rr* rr ****

SOCIALIST REPUBLIC OF VIET NAM

lndependence - Freedom - Happiness

The List numbers of Scientific Committee approving the study managed by MOH

No Full name Office Position

1 A. Prof. Nguyen Duc Hinh, PhD. Hanoi Medical University Chairman

2 Prof. Tran Thi Phuong Mai, PhD. The Reproductive Dept.-MOH Reviewer

a
J A. Prof. Nguyen Ngoc Minh, PhD Hanoi Medical University Reviewer

4 Pham Ba Nha, MD., PhD Bach Mai Hospital Member

5 Le Hoang, MD., PhD NHOG Member

6 Nguyen Minh Tuan, MOH Member

1 Tran Thi Oanh, MD., PhD MOH Member

The Secreteriat Booards: Dao Thi Hong Ha MD. MSc.; Le Hieu MSC.



Ha Noi, December 22th 2O1O

REPORT

THE SCIENTIFIC COMMITTEE APPROVED OFFICIALLY

THE RESULT OF THE RESEARCH MANAGED BY MINISTRY OF HEALTH

The Scientific Committee of MOH had established, which pursuanted to the Government's

Decision No.4929leD-ByT of December 16th 2010 of Minister of Health proceed with officially

approval, and evaluated the results of the research managed by MOH.

A. General information:

Time: zP[,December 22"d 20lO

Location: Scientific and Training Department's boardroom

Tittle: Study expanded efficiency contraceptive and safety of Tcu 380A- IUD SMB, Indian

company.

Principal researcher: NGUYEN VIET TIEN MD., PhD. - Vice Minister of Health

Management's office : The National Hospital of Obstetrics and Gynecology

Participants in the meeting:

Chairman: A. Prof. Nguyen Duc Hinh, PhD. - Hanoi Medical University

MINISTRY OF HEALTH
**rr*r(rrrrr.r.?trt*

SOCIALIST REPUBLIC OF VIET NAM

Independence - Freedom - Happiness

07 persons;

06 persons; .,

01 person (Nguyen Minh Tuan, MsC)

Dao Thi Hong Ha MsC, Le Hieu MsC.

A. Prof. Nguyen Viet Tien MD., PhD. - Principal

researcher, the members of group's study.

Leader, Department of Scientific Research of

NHOG.

The member of committee
t

Participants:

Absentee:

Secretary:

- From implement research:



B. Content

1. Promulgating establish the Scientific Committee of Ministry of Health approving the

results of the research.

2. Chairman: Nguyen Duc Hinh handles meeting

2.1. Presentation by researcher Nguyen Thi Hong Minh, MD. Specific level 2- Director of

the Center Reproductive Health Counseling and Family Planning-NHOG (representative

of Research team): presented summary the result implement of research (enclose report of

result of research).

2.2. The main reviewers were reading comments, evaluations of the research (enclose

commendation report of two reviewers: Prof. Tran Thi Phuong Mai, PhD.; A. Prof.

Nguyen Ngoc Minh, PhD.).

2.3. Members of the Committee discussed and exchanged views on implements,

development and result of research (enclose opinion of detail report of Committee).

2.4. The opinions of the owners and representatives of NHOG: Dr. Nguyen Viet Tien

speaked for recieving the comments of the Committee: After hearing the comments of the

reviewers of the Committee, head of the research answered questions from Committee and

absorbed the opinions of the committee for completing the report.

2.5. After discussing and hearing the responses of the researchers, the Committee voted to

conduct evaluation of the results (enclose with the minutes of counting of votes):

a. Average criterion point 1,2,3: 54,3 points

b. Average criterion point 7: 0,25 points

c.'Average total point : 92,2 points

Result of voting: research was evaluated with excellence (according to the Scientific Grade

of the National Standards applying now).

Conclusion of Committee:

The Scientific Committee evaluated, approved the result of research with excellent.

Committee closed at 4 PM.

Secretary Chairman committee

(Signed) (Signed)



Dao Thi Hong Ha MsC Le Hieu MsC. A. Prof. Nguyen Duc Hinh, PhD

The comments of members of the Scientific Committee

(The Scientific Committee of MOH had established pursuant to the Government's Decision

No. 4g2glQD-ByT of December 16'h 2010 of Minister of Health)

L. Prof. Tran Thi Phuong Mai (the main reviewer):

- The evaluation of the effectiveness, safety, acceptance of women for contraception is higher

thang}oh,high safety, no side effects, the acceptance of the user high'

- This study was designed strictly logical, large sample size, ensure reliability.

- Research conducted in six provinces, large sample size, ensure high reliability of research

results.

- Funding for implement the research was fewer, but the result was very reliable'

- The percentage of contraceptive, acceptance was high (97%), the rate of side effects was low'

- Discuss the results reflect the advantages of using a contraceptive.

- The study has evaluated the effectiveness of the instruments, the consents of women,

complications. The research had practical value for the medical care'

- Timing for follow up tool less, should continue to monitor further three years to side effects,

to assess the quality of IUD after 5 years of use'

2. Prof. Nguyen Ngoc Minh (the main reviewer):

- Research has practical value, more content research, a large study sample size'

- The result shows that IUDs were highly effective, no side effects, the rate of acceptance in

women high.

- Research btaffs have extensive experience in implement research'

- Research has practical value and highly scientific'

3. Pham Ba Nha MD., PhD.

- Research has trial, no control. The topic has been conducted many different stages. This study

was implemented on 6 provinces, over 2000 cases'

- The result shows that the high contraceptive, low incidence rate and high rate of acceptance'

Research confirms the quality of IUDs'



- The content is deployed properly follow up approved research proposal, having scientific

value and high practical value.

4.Le Hoang MD., PhD.

- Results of the research has high practical value, staff has extensive experience and research

on the implementation of the approved content.

- Some subjects inserted within the age of 20, should be discussing these results.

5. Tran Thi Oanh MD., PhD.

- Agree with the comments of the Committee. The research has valuable scientific and practical

high. The report presented the correct form, and logic.

- Regarding the products of topics: the slow progress of the research was to explain, the

publishing of articles on scientific journals.

6. A. Prof. Nguyen Duc Hinh' PhD

- The research has high practical values, the research results got a quality constraints of

contraceptives to serve the population of Vietnam.

- Beside IUDs, There are many other methods, but cost of service is high.

- Recommend the management agencies of supliers to continue for following up IUDs used in

community.

Explanation of managed office:

- We had some difficult conditions during implement research as funding. So we reported

about slow progress reported to MOH.

- Some of the younger subjects, but these subjects were still eligible to participate in the

research according to WHO standards.
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LIST OF THE MAIN PARTICIPANTS

No Full name Position DePartment

1 A. Prof. Nguyen Viet Tien Director ART centre

MD, PhD

2 Dang Thi Minh NguYet MD, DePutY SI

PhD

3 Nguyen Thi Hong Minh MD., Director Family planning

MD. SPecialist level} Centre

4 Nguyen Thi Ngoc Tht'y MD', Deputy PII

MD. SPecialist levelZ

5 Prof. Nguyen Duc Vy MD, Counsellor NHOG

PhD

6A.Prof.NgoVanToanMD,CounsellorMedicalUniversity
PhD

TA.Prof.Nguy6nMinhsorrCounsellorMedicalUniversity
lll



MD., PhD.

8 Nong Minh Hoang MD. MSc. Staff Scientific Department

9 Bach Huy Anh MD, Msc. Cheef secretary Secretariad

10 Nguyen Huy Hung MD., MD. Deputy Technical guideline

Specialist level2

11 Ngo Toan Anh, bachelor Staff Diagnosis Centre

14 Tran Thi Thanh MD., MD. Staff Technical guideline

Specialist level2

15 Trinh Thi Thuy H*9, bachelor Staff Technical guideline

16 Lai Thi Thanh Mai, bachelor Staff Technical guideline

*The Mother and Child Health Protection/Family Planning Center (now the regional

Reproductive Health Care Center) in provinces : Thai Binh , Nam Dinh, Ha Nam, Thai

Nguy6n, Thanh Hoa, Ha Tinh.

DIRECTOR

Signed & sealed

'X^'^'
NGUYEN VIET TIEN

lv
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SECTION A

SUMMARY OF MAIN FINDINGS

1. Main findings

1.1. New lindings:

This is a clinical trial research (with follow-up) conducted along a time sequence

from IUD insertion and during use traced, all complied with professional guidelines. The

study assessed the efficiency of contraceptive, failure rate, withdrawn rate, safety rate and

side effects of TCU 380A providing of the SMB India Company. Findings of the study

will provide a scientific basis for managers to select another contraceptive method to

provide customers for family planning purposes and to give customers more

opportunities to choose the most suitable contraceptive method themselves for

contraceptive.

The study also has been combined clinical examinations with tests during

observation of the subjects. Cases of gynecological inflammation were all tested by

microscope vaginal fluid or Sniff test and treated actively belong the causes until

covered.

1.2. DetailedJindings

A. Result of phase I
The study was conducted 465 women using Tcu 380,4. IUD in four districts

belongingto provinces: Ha Nam, Nam Dinh, Thai Binh. Here are the main findings after

12 months:

1.2.1. The fficiency of contraceptive and the rate withdrawn of using TCu 380A-

SMB IUD.

- After using IUD 12 monthes, there were arLy pregnant women found. The

effectiveness of contraception after 12 months of using TCu 380A-SMB IUD was 100

%.

vlll



- The rate of women withdrawn to use TCU 380A -SMB IUD was 3.44%. Among

them, withdrawn due to menorrhagia was l.g|yo, due to abdominal pain and backache

when menstruating was 0.64% and due to other reasons (desire more children, fatigue,

etc.) was 0,86Yo.

1.2.2. The safety rate of subiects using TCu 380A-SMB IUD.

After using TCU 3804 IUD-SMB for 12 months, there were any cases of IUD

insertion affecting health. The total rate of women with menorrhagiaaftet 12 months was

3.34%. The rate of women withdrawn as menorrhagia was I.94%. The rate of women

who had hypogastric abdominal pain and backache was 0.67%.

The rate of vaginitis after 12 months of using TCu 380A-SMB IUD was 3'79%'

These cases were treated and then continued to use IUD. No woman withdrawn as

vaginitis caused by TCu 3g0A-sMB IUD. Common causes of vaginal inflammation were

bacteria, candidas and trichomonas. The rate of vaginal inflammation as bacteriawas2oh,

candidas was 0.220h. trichomonas was 0.67% and other reasons were 0.89%'

After 12 months of observation, 96.66% women had normal menstruation cycles,

no one using TCu 380A-SMB IUD suffered from appendages or pelvic inflammation' as

well as IUD into abdomen or ectopic pregnancy'

Ultrasonic scanning of allTCu 380A-SMB IUD using showed an image of the IUD

positioned correctly in the uterus.

Results of this research showed a contraceptive effectiveness and safe degree of

TCu 3804-sMB IUD approximately equal to the results of Nguyen van Tuong's

research on Indian TCu 3gOA-FaI IuD, the uSA's Tcu 380A-FEI, Tcu 380A-canada and

Duong Thi cuong's research on Tcu 380A-Netherlands in vietnam' Those are the Tcu

380A IUDs currently and widely used in vietnam's Family Planning program and

accepted by Vietnamese women as a contraceptive method over the many past years'

B. Results of phase II (expansion phase)

1X



The study has been continued to insert new Tcu 380A IUD on 1370 women in

phase II (expansion phase) in six provinces of Vietnam: Ha Nam, Nam Dinh, Thai Binh,

Thanh Hoa, Ha Tinh and Thai Nguyen. Here are the main findings aftet 12 months:

1.2.1. The fficiency of contraceptive and the rate withdrawn of using TCU 380A-

SMB IUD.

- After using IUD 12 monthes, there were any pregnant women found. The

effectiveness of contraception after 12 months of using TCu 380A-SMB IUD was 99.99

Yo (there were 2 cases gotten pregnacy in while of using IUD).

- The rate of women withdrawn using TCU 380A -SMB IUD: after 6 months was

I.7yo, after 12 months was 2.60/o. Among them, withdrawn as menorrhagia was 0.7o/o

and 1.1Yo; as vaginitis was0.2o/o and0.5%o; as IUD dropped was0.4Yo and0.4o/o, as

abdominal pain and backache when menstruating was 0.30% and 0.3o/o and as other

reasons (desire more children, fatigue, etc.) was 0,2 yo'

1.2.2. Safety rute of subiects using TCu 380A-SMB IUD'

After using TCU 380A IUD-SMB for 12 months, there were any cases of IUD

insertion affecting health. The total rate of women with menorrhagia after 12 months was

1.8%.

The rate of women vaginitis after 12 months of using TCu 380A-SMB IUD was

6.g%. These cases were treated and then continued to use IUD. No woman dropped out

for vaginitis caused by TCu 3gOA-sMB IUD. Common causes of vaginal inflammation

were bacteria, candidas and trichomonas'

After 12 months of observation, 90.6% women have normal menstrual cycles;

0.6% and 0.1%o of subjects using TCu 380A-SMB IUD'suffered from appendages or

pelvic inflammation; there were no cases using IUD into abdomen or ectopic pregnancy'

Especially, there were two cases gotten pregnancy when using IUD.

Ultrasonic scanning of all TCu 380A-SMB IUD using showed that98.7o/o subjects

using IUD positioned correctly in the uterus'



Results of this research also showed a contraceptive effectiveness (99.99o/o) and

safety degree of TCu 380A-SMB IUD approximately equal to the results of Nguyen Van

Tuong's research on India's TCu 380A-FaI IUD, the USA's Tcu 380A-FEI, Tcu 3804-

Canada and Duong Thi Cuong's research on Tcu 380A-Netherlands in Vietnam. Those

are the Tcu 380,{ IUDs currently and widely used in Vietnam's Family Planning program

and accepted by Vietnamese women as a contraceptive method over the many past years.

1. 2.3. Training benejits :

- The professional skills have been improved training in TCU 380A placing techniques

and clinical research abilities of health staffs in the research team of the Mother and

Child Health Protection/Family Planning Centers (now the regional Reproductive

Health Care Centers) in the provinces (Ha Nam, Nam Dinh, Thai Binh, Thai Nguyen,

Thanh Hoa and Ha Tinh).

- Report of the study is also a academic documents of science for reference for post-

university students.

1.2.4. Society beneJit

- The study is a scientific evidence of the implementation of TCu 380A IUD insertion

techniques, contributing to increasing the rate of using modem contraceptive methods,

reducing population growth and helping married couples practice family planning.

- And at the same time, improve clients' trust on this'IUD.

2. Applicability

- The results will help manager divisions and policy makers to consider importing

and applying TCu 3804 IUD, which is suitable for Vietnamese women, into the

family planning programs in Vietnam. :

- The results also enable reproductive health facilities to understand the efficiency,

safety and acceptability of this instrument in order to contraceptive.

3. Study evaluation

3.1. Progress

The study's duration met the MoH approved timeline.

xl



3.2. Study obiectives met

The study's objectives were all covered as set in the approved proposal.

3.3. Products met

The study's products were also met as compared to the products set in the

proposal. The research team performed new TCu 380A IUD insertion for 1370 women

with family planning demand and completed a report on results after 12 months.

3,4, B udget exq enditure

Total budget for the study was VND 283,200,000; but 30o/o rcmain fund are not

released until now . All expenses were controlled to belong the proposal and the

re gul ations of Financial-Accounting dept-NHO G'

4. Suggestions

- This is a clinical trial with follow-up, so there were many difficulties in the process'

Because of limited funding, re-training in TCU 3804 IUD insertion techniques and

subject observation and management skills was only done for the research staffs. The

other medical staffs not involved in the research team were not trained. Therefore, we

recommend the Scientific and Training Department-Ministry of Health of vietnam

and India sMB company provide additional funding for more training staffS,

observations and management of participants using the TCU-380A SMB IUD'

- From the experiences are that before IUD insertion we need to better organize the

work of counseling about family planning to reduce cases of withdrawn due to

unreasonable reasons.

- Contraceptive methods of the campaigns are very effective, we recommend the

facilities of reproductive health services and the Committee of Population, Family and

children in provinces to maintain and regularly organize that campaigns' we also

recommend that the Ministry of Health and The committee of Population, Family

and children in vietnam to provide funding for the provinces to organize the

campaignsofreproductivehealthserviceforpeople.

xlt
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B. DETAIL STUDY REPORT

Introduction

The intrauterine devices (IUD) is one of the highly effective modern

contraceptive methods widely in use over the world and Viet Nam. As early as

lg0g, Dr. Richard Richter of Germany began experimenting and developing

IUDs, which were made of silk and inserted into the uterus to prevent

pregnancy. The first plastic IUDs appeared on the scene in the 1960s and at the

same time, copper-containing devices were tested on rabbits. Afterwards, many

cooperative researches on family planning continued to improve the IUDs to

their current form todaY.

In 1986, the uN Summit in Geneva, switzerland recommended about the

effectiveness of copper IUDs widely used in family planning in many countries'

Each year,dozens of millions of women used this contraceptive method'

In Viet Nam, IUDs were accepted and used in 1960 in family planning by

Vietnamese women. The middle year surveys of the of Population Department

proves the rate of using IUDs in 200i was 55.7%o and2004 was 55,9oh lI7)'

Nowadays, IIIDs currently have two general types in viet Nam: TCu

3g0A IUDs and Multiload cu375 SL IUDs. According to the vietnam

Commitee .of Population, Family and Chidrent; each year UIDs are provided to

users f,rom 1.7-L9 miltions, among which TOoh is Tcu 3804. Both types are

provided by the Pregna company of India. After a while in use, researches have

been proved a high efficiency in pregnancy prevention (97 '4o/o), acceptance

from Vietnamese women (71%) and safety in use of IUDs [18]'

With the goals of diversificating contraceptive methods and avoid

exclusiveness in providing and distributing IUDs and ensure convenience and

quality in IUDs provision services for customers, and with agreement of the
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Scientific commitee - Ministry of Health (MoH) as weel as MoH leaders, The

National obstetric and Gynecology Hospital associated with sMB Indian

company and provincial Protected Health Mothers and Child Centre/?L (now is

Provincial Reproductive Health Care Centre) of 06 provinces (Ha Nam, Thai

Binh, Nam Dinh, Thai Nguyen, Thanh Hoa, Ha Tinh) have been carried out a

clinical trial to confirm the effectiveness in preventing pregnancy and safety

1evel of the Tcu 3804 IUD provided by sMB company of India with the

following objectives:

*General objective: To determine the effectiveness in preventing pregnancy

and safety level of Tcu 380A IUDs from sMB Company of India.

*Specific objectives:

1. To determine effectiveness in preventing pregnancy and failure rate

of Tcu 380A IUDs provided by sMB company for married women in

reproductive age practicing family planning'

2. To discovery the side effects after Tcu 380A IUD insertion as well as

withdrawn rate.

3. To evaluate the acceptability and safety of this IUD to users'
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CHAPTER 1. BACKGROUND

1.1. Physiology of conception

1.1.1. DeJinitions

Fertilization is the unification of a male cell called sperm with a female cell

called oocyte cell to form a new cell called rygote.

Conception is fertilization followed by the nesting of the zygote. After

conception, it develops into fetus and subsections.

The condition for conception is that the egg and sperm meet. Afterwards the

zygote must move to the uterus, upon when the uterus' mucosa should be fully

developed and ready.

1.1.2. The movement of spermatozoa and oocyte

the spermatozoa travel through the cervix and body of the uterus and into the

Fallopian tubes

1. 1.3. Fertilizution und development

1,2. lntrauterine D evices

1.2.1. Mechanism andfunction of IUDs

1.2.2. Development of IUD

Acqording to A.Southam of Britain's study, centuries ago Arabic,

Turkish and Egyptian people who used camels to transport their merchandises

through deserts learned to put a pebble in the camel's uterus to prevent it from

In 1909, Richard Richter, a German doctor, for the first time practiced inserting

an IUD made of silk threads of 27mm in width into human's uterus to prevent

pregnancy.
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In 1929, Ernst Gr6fenberg(Germany)'s study where he practiced IUD

insertion on 453 subjects showed many infection complications in the uterus,

and thus IIJD was not yet in use.

Thanks to the advent of antibiotics, research on IUDs was resumed. In 1959,

Oppenheimet(Israel)'s study used Grdfenberg's study's IUDs on 1500 cases and

found few gynecologic inflammation complications. Ishihama(Japan)'s study,

which concluded on 20,000 women inserted with Ota IUDs, showed a high

prevention rate.

In 1960, the second generation of IUD, Margulies Spiral, made of plastic

with no metal and barium sulfate, was introduced. Chile's Jaime Zipper studied

it on rabbits and proved the role in pregnancy prevention of IUDs with copper

and the gradual reduction of copper in copper-containing IUDs.

In 1962, according to Hall and Stone (USA), there was a relation between IUDs

and inflammation of the uterus' inner layer, and they also proved that plastic

IUDs did not cause as much disturbance to the cell structure of the inner layer

as metallic IUDs. Since then the program of cooperative research of many

nations and family planning was established. IUDs were continued to be

improved and perfected. Many IUD types were mass produced and applied in

contraception such as: Ota, GrSfenberg,Dana, Multiload, T-shaped.

In 1970, Jaime Zipper (Chile) introduced the third generation of IUDs which

contained copper including Copper T, Copper 7, with a minimum copper area

of 200mm2. :

China has successfully mass produced Shanghai V IIIDs. The America

continent area made copper-containing IUDs such as Multiload, Multiload

Cu375SL, TCu200, TCu220C, TCu380, TCu 3804, FFS Cu 380.



11

In December 1986, at the Geneva Summit in Switzerland, IIN stated a

recorlmendation of using IUDs because this method is safe and highly

effective.

1.2.3. (Ising IUD situution in the world

Since 1965, there were approximately 6 million women who used IUDs

and after 5 years (1970) the number women who used IUDs contraception

increased to l2million. Until 1983 there were over 50 million women who used

IUDs [a0].

In 1999, reports of Skegg DC (Germany) published a study ftom 47

countries using IUDs to control birth rate which showed high efficiency and

safety level [37].

currently, there are two types of IUD in the world: one type with

endocrine medicine and the other with just copper coating. For the type with

endocrine medicine, when used hormones will be released to help with

contraception. The type without endocrine medicine but copper coating include:

TCu200, TCu220. TCu380, TCu380A, Multiload crt 375 SL. The copper

released from these IUDs assists in preventing pregnancy when used'

one of the biggest worries when using IIIDs is the risk of pelvic

inflammation, particularly in the first 4 months of usage' Thus, if the IIID user

did not suffer from previous gynecologic inflammation, the rate of pelvic

inflammation during use will be greatly reduced. The relation between using

IIID and ectopic pregnancy was shown in many studies; that the rate of people

using copper-containing IUDs and having ectopic pregnancy was lowest (0'3%)

compared to other IUDs.

The most common side effect is a higher blood amount when

menstruating and menorrhagia in the first few months, and has caused

inconvenience for users and may even affect health due to higher blood loss'
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1.2.5. (Jsing I(ID situation in Viet Nsm

Since 1960,IUD has been put into use and considered one of the highly

modern and effective contraceptive method. The number of users increases and

become a popular contraceptive method in Vietnam. According to the mid-term

investigation of The Bureau of Annual Statistics, the rate of using IUD is higher

than that of other contraceptive methods.

Table 1.1. The rate of contraceptive usage in2001-2004 [19]

Contraceptive method 2001 2002 2003 2004
IUD (%) 55,7 56,2 57,0 55,9

Condom (%) 7,8 8,4 7,5 9,3

Oral contraceptive pill (%) 10,0 10,5 71,4 17,9

The most common IUD in use in Vietnam is TCU 380,{ and Multiload

Cu375 SL. Among them, TCU 3804. IIID claimed 70o/o and Multiload Cu375

SL IUD claimed 30% of total usage. Currently, each year Vietnam used about 1

to 1.5 million TCU 3804 IUDs provided by India's Pregnant company. In 2001,

The Population, Family and Children Committee allotted 1250000 TCU 380A

IUD for family planning audience in need. Until 2005 the amount of TCU 380.{

IIID given to users were about 1.5 million units. TCU 380A IUD produced by

India have been accepted by Vietnamese women as a contraceptive method

[ 13].

1.3. TCU 38OA IUD

1.3.1. Situotion using TCU IUD ;

Since L982, TCU 3804 II-ID has been researched by The Population

Council and over 70 countries has already use this type of IUD in all continents

such as America, Africa, Asia and Latin America. Some countries such as

Canada,Indonesia, India, China, etc. are producing the IUD.
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Type TCU 380,{ IUD is shaped like the letter T such as TCU 200 IUD,

36mm length and32mmwide, with two copper tubes at the horizontal branches

and a total copp er area of 380mm'. TCU 380,4. ILID has more copper area than

previous copper-containing IUDs and is effective for 5-8 years and maybe for

10 years [3]t181.

Since 1989, Vietnam used TCU 200 and 220 IUDs, ffid then TCU 380

IIID. In lg93 TCU 380A IUD types produced by Canada were used in

Vietnam. TCU 3804 IIID produced by India has been used in the family

planning program in Vietnam since 1997. Every year nearly two million

Vietnamese women use them. Over time and through researches, it is shown

that the type of IUD produced by India ensures safety, efficiency and is

accepted by Vietnamese women[18].

The TCU 3804 type IUD produced by SMB Company in India meets

international standards and has a structure similar to TCU 380,{ type IUDs of

other companies in India and other countries in the world. Every year millions

of IUDs were provided for the UN Population Fund (I-INFPA) to serve the

population and family planning programs worldwide. They are quality tested in

independent international standards laboratories and meet international rules

[18] [40].

1,.3.2. TCu 380A IUD PresuiPtion

- Ideal for women who have children, norunal genital apparatus and want to

avoid pregnancy

- Uterus with mark of caesarean operation can still use an IUD [3].

1.3.3. TCU 380A ItlD Contraindicotions

Absolute contraindications : pregnancy, genital tract infections, clotting

disorders, cardiovascular disease, cancer in female genital organs.
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Relative contraindications : abnormal uterine cavity (fibroids, malformations),

using anti-blood clot medicine, previous infections of upper genital tract,

previous ectopic pregnancy, haven't had any child. [3]

1.3.4. Timing of insertion, remove and replacement

Place and remove the TCU 380,.4. IUD: IUD insertion at the completion

of menstruation cycle is best because the cervix is open and more importantly

there is no pregnancy. IUD should not be placed immediately after giving birth

because the rate of IUD sliding down is high. IUD should be placed at least 8

weeks after giving birth; and can be placed after abortion.[2]

Replace the TCu 380,{ IUD: IUD can be left in the uterus for 5-10 years until

replacement, if it is the hormone type (Progestatif) then it must be replaced after

5 years [2].

1.3.5. Complications and side effects of TCU 380A IUD

These side effects and complications can be encountered while using IUD:

- Sub-pelvic pain: commonly experienced as the uterus contracts when a strange

object is present, treated by using painkillers in the first few months. Sometimes

contraction of the uterus can expel the IUD.

- Menstrual pain: pain in the abdominal region when menstruating, switch to

non-copper IUDs in these cases.

- Menstrual disorders: the most common side effect encountered when using

IUD, it claims IO-15% of the cases of compulsory IUD removal in the first year

ofuse. :

- II-ID slip: is seen in the first year of use. Factors affecting IUD slip: age, time

of giving birth, type of IUD, inserter's experience, placement time.

- Uterus puncture: very rarely seen, about 1.2% of insertions, if detected right

after insertion then IIID can be removed and the uterus can be saved.

- IUD into abdomen: can be right when inserting or gradually over time.
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- Genital infection: a complication that may cause infertility, incidence rate is at

3-9%.

- Pregnancy with IIID: incidence rate is at 0.5-5Yo

- IUD and ectopic pregnancy: IUD prevents the zygote from nesting in the

uterine cavity, but cannot prevent it from nesting outside the cavity. However

until now no study has made sure that IUD causes ectopic pregnancy.

1.3.6. Return offertility after IUD removul

When you want to get pregnant again, simply remove the IUD and the

rate of re-fertility is as follows: 30o/o after 1 month of removal, 50o/o after 3

months of removal, T\yo after 12 months of removal, and 90Yo after 24 months

of removal. However about I\Yo of cases suffer from secondary infertility due

to cervical infection.

1.3.7 Effectiveness of TCu 380A IUD in preventing pregnancy

For non-active ingredient (copper, hormones) IUDs, pregnancy

prevention is at 95-9 60/o. But for the TCu 3804. IUD, the rate is at 99Yo. IUD is

currently the most widespread contraceptive method in our nation. Its high rate

of pregnancy prevention has contributed to reducing birth rate and bringing

economical profit to our nation's development.
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CHAPTER 2. METHODOLOGY

2.1. Subjects

Women in reproductive age who are married, have had at least one child,

want to practice family planning, are willing to use IUDs and do not have any

contraindications with TCu 380A-SMB IUD insertion; also are selected

through the checklist (enclosed in the appendix).

2.1.1 Selected criteria

- Women in reproductive age (15-49, WHO standards), have had at least

one child.

- Clients need of family planning and are willing to use TCU 380,{ IUD

provided by SMB ComPanY of India.

- Prescriptions of inserting TCU 380A IUD met.

- Have regular menstruation.

- Abilities to comply with conditions of the study.

- Suitable with standards of the checklist of history, history of Obstetrics &

Gynecology and General body as well as obstetrical examinations.

- Is not using anY IUDs now.

2. 1.2. Excluded criteria

- Unmarried women, married but childless and outside the reproductive

agg

- Irregular menstruation

- Do not meet checklist qualifications

- Unwilling to use TCU 380A IUD

- Contraindicated for TCU 380A IIID insertion

- Is using another contraceptive method.

2.2. Sites and time of the studY
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Phuse I (is reqaested bY MOH):

- Beginning selection of subjects in February 2005 and implementation of

insertion and research from April 2005 to March 2007.

- Research sites in four districts of three provinces:

+ Ly Nhan district of Ha Nam province'

+ My Loc and Nghia Hung district of Nam Dinh province.

+ Tien Hai district of Thai Binh province'

Phase II:
- Beginning selection of subjects in June 2007 and implementation of insertion

and research to December 2008. And continuously following up to 2010.

- Study sites in six Provinces:

* Ha Nam province.

* Nam Dinh Province.

+ Thai Binh province.

+ Thai Nguyen Province

+ Thanh Hoa Province

* Ha Tinh Province

2.3. StudY design

This is an opened clinical trial, along the track, including 2 phases and no

control groups. The study is evaluated by the intervention assessment model of

durati6n before and after the experiment. The reason there is no control group is

that there were some other type of TCU 3804 IUDs which have the same

quality standards that are internationally accepted and are being widely used in

family planning program in Vietnam for years (comparing with the results of

previous studies in Vietnam).

Tool:

* Personal medical records, unified questionnaires to observe and interview
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IUDs' users as health workers visit them and record down' After ltiDs

insertion, periodically in the f,rnal month of the season, subjects were at the

clinic appointment to the medical sites. The information collected through

questions and diagnosis profiles will be recorded to track objects and medical

examination.

2.4. Sample size and SamPling

Sample size is determined by the following formula

Note: formula of s.K.Lwanga & Lemeshow sample size determination in health

studies WHO 1991, Page 29'

Of which:

n = minimum samPle size

po: the rate of contraceptive success of previous studies was 85oZ

pa= the rate of contraceptive desired of this study was 90oZ

cr = 0,05, z\(l-al2): Score reliability at95%o probability (: 1'96)

Significance : 0.5, power model : 90oh;9: 0,1 ; the value of Z (| - o): 1 .282.

After calculations, the minimum number of subjects were 382 people' An

addition of ZOYosubjects were picked to make up for subjects who may stop

coopeiation and discontinue in the process of research

Total sample size in phase 1: n: 458 women

Total sample size in phase 2: n:1370 women

* Sampling

select all the women who have had at least one child, in child-bearing age,

have needs for family planning and volunteer to use TCU 3804 IUDs provided

bySMBCompany,notcontraindicatedforTCU3804.lUDandmeetset

p,(l- p,)
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standards of research's participants, the first phase from February to April on

2005-2007 in the district. The women who were selected must meet standards

in the checklist. After sampling, the number of subjects in the research was 465

women. In phase II from June 2007 to December 2008-2010 IUDs was inserted

for 1370 women.

Data collection and anulYsis:

- Use unified questionnaires to interview, observe and visit subjects in the

time of research, every 3 months, six months, 12 months'

- euestionnaires will then be collected, coded, input and analyzed using EPI-

INFO 6.04 Statistical soffware

- Test "' lchi-Sqrrare) is used to compare rates'

2.6. Study stePs

2.6.1, Training health workers

- Training on gynecological diagnosis and using a checklist to select subject

+ Technical Training in gynecology: gynecological techniques, how to

identiff normal gynecology through the naked eye, how to obtain vaginal

fluid and test vaginal cells to assume vaginal cleanliness, fresh screening

techniques, Sniff test techniques'

+ Training on using a checklist to select a subject that meets all

standards.
t

* Training on how to insert and remove a TCu 3804 IUDs.

- Training on how to use the periodical subject observation questionnaires'

2.6,2. TCu IUDs insertion and necessary medicine provision

practice TCu 3804 IUDs insertion to the professional guidelines. The

timing of insertion is right after menstruation and no prior intercourse'
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Necessary medicine for TCu 380,4. IUDs users are: antibiotics such as

Amoxicillin 500mg x 2pills/day x 5 days, or Doryxilin 100mgx2 pills/day x 5

days, contraction-reducing medicine Spasmaverin 40mg x 4 pills/day x 5 days,

or light painkillers such as Paracetamol 500mg x 2 pillslday x 3 days for

prescriptive subj ects.

2. 6.3 Organize periodical exsminutions

Interview and examination every 3 months, 6 months and 12 months:

fu|l-body and gynecologic diagnosis, test vaginal fluid for inflammation cases,

locate the position of IUD via ultrasound in cases where IUD thread is not

found in vagina, locate IUD position, genital inflammation, menstruation, lower

abdominal pain, pregnancy, IUD slip, etc.

2,6.4 I(JD users obsemation and management

Information gathered from subjects is recorded in notebooks and

observation tickets:

- Subject's fullname, age, occupation, residence.

- Disease history, gynecology and gynecology inflammation history.

- Vaginal fluid test results.

- General body and gynecological diagnosis.

- Menstruation : regular I irtegular/me nonhagia/excessive/none

- Pregnant or not Pregnant.
i

- Gynecological inflammation symptoms: leucorrhoea, hypo gastric pain,

;vaginal fluid test.

- Hypo gastric abdominal Pain.

- IUD's position.

- Had ectopic pregnancy or not

- IUD slipped or not

- Acceptance to use, number of people discontinued, reasons to discontinue.
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2,6.5. Report after 12 months of use

2.7. Statistics achieved

Content Statistic Collection method

General

information

- Characteristics of subject'. d5a, residence,

occupation, number of children.

Observation ticket

and interview

Content 1:

determining

pregnancy

prevention

effectiveness

and failure rate

when using

TCU 3804-

SMB IUD

- Rate of non-pregnancies while using IIID

- Rate of pregnancY while using IUD

Subject interviews,

periodic diagnosis

and 3 months

observation tickets,

tests, ultrasound

tests

Subject interviews,

periodic diagnosis

and 3 months

observation tickets,

tests, ultrasound

tests

Content 2:

studying side

effects and

safety level of

using TCu

38OA-SMB

IUD

- Rate of pelvic inflammation ot'users

- Rate of vaginal inflammation

- Rate of lower abdominal pain leading to

compulsory IUD removal

- Rate of menorrhagia/prolonged bleeding

- Rate of regular menstruation

- Rate of irregular menstruation

- Rate of no menstruation when using IUD

- Rate of ectoPic Pregnancy

Subject interviews,

periodic diagnosis

and 3 months

Content 3:

evaluating

acceptance and

- Rate of IUD sliP

- Rate of accePtance

- Rate of withdrawn



22

withdrawn rate I - Reasons of withdrawn observation tickets,

ultrasound testsof people using

TCU 3804-

SMB IUD.

2.8. Standards of the StudY

- User: those who are currently using IUDs.

- Discontinued: those who no longer continue to use II-IDs regardless of reason.

- The effectiveness of prevention pregnancy: the rate between the number of

non-pregnant IIIDs users and the total number of IUDS users.

Number of non-pregnant IUDs users

Effectiveness: x 100

Total number of IUDs users

- Failure rate: the o/o aged rate between the number of pregnant IUD users and

the total number of IUD users.

Number of pregnant IUDs users

Failure rate: ---- X 100

Total number of IUDs users

- Withdrawn rate: the o/o aged rate between the number of discontinued IUDs

u s ers 

1d 
the total numb .' "ffi:::T:,:f":,:::: 

ruD s u s ers

Withdrawn rate : --------- -----------, X 100

Total number of continuing IUDs users

- Vaginitis are cases where vaginal cells were tested at degree III, IV or Sniff

tested (+), or fresh screened and detected candidas, trichomonas or gonococcus,

etc.
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- Normal, regular menstruation: 28-30 days cycle, menstruating for 5-7 days'

amount of blood 60ml - 80 ml/daY.

- No menstruation: Menstruation is not seen for 3 months or longer.

- Menorrhagia: vaginal bleeding for over 7 days'

- Bleeding menstruation: amount of blood during menstruation exceeds

Z}}mllday.

- IUDs in place: in the uterine cavity'

- Irregular menstruation: changes around 28-35 days for a cycle'

2.9. Ethical clearance

Implementation of the topic has been approved by the Scientific

committee -Ministry of Health, Bureau of Science and Training-Ministry of

Health, officials of the Ministry of Health, Central Gynecology Hospital'

Mother and child Health Protection and Family Planning center (now

Reproductive Health care center) and Branch council of Gynecology and

planned childbearing of 6 provinces: Ha Nam, Nam Dinh Thai Binh, Thai

Nguyen, Ha Tinh, Thanh Hoa, the health centers in the districts with subjects,

and especially by the research subjects themselves'

The topic is also to serve the work of population management and family

planning, to help clients have more benefit and a chance to choose the most

suitable contraceptive method in effectiveness and cost for them'

Results of the study will help to vary contraceptive methods and avoid

exclusiveness in providing contraceptive methods, giving clients convenient

and high quality contraceptive provision services, which will help increase the

rate of contraceptives usage and reduce population growth.

A11 information in the study is guaranteed in secrecy and protected'
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CHAPTER 3

RESULTS

A. Phase I

After the Technical and Scientific Department - Ministry of Health

through the research proposal on February 24th 2005, from February 26th 2005'

the team,s study has coordinated with health personner selection of district and

commune audience research. Associated with burning to make family planning

campaign in the province, from Ap5l22"d 2005 to April 28th 2OO5' the team's

study along with health personnel district , inserted TCU 380A sMB IUD for

465 women in the four districts: Ly Nhan district in Ha Nam province; My Loc

and Nghia Hung district in Nam Dinh, Tien Hai district in Thai Binh province'

Subjedts were the same in three province. Each province has32'36% - 34'4t %'

Table 3.1. The number of subjects in the provinces

TCu 380A-SMB IUD

33,33

34,41
Nam Dinh

Thai Binh
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3. 1. S ubj ects ch uracteristics

3.1.1. Age of Subjects

Women who using TCU 3804 IIID in the 25-29 age group accounted for

26.24 %. The rate of user in the 30-34 age group was 23.44 oh.In 20-24 age

gfoup was 18.06 o , in 35-39 was 17.20 o/o and in 40-44 age was t2, gO Yo'

OtheJ age groups have lower utilization rate. The difference in age groups using

TCU 3804 IUD-SMB statistically not significant with P> 0.05.

Table 3.2. Age of subjects in the group and area

Age group
Ha Nam Nam Dinh Thai Binh Total p

n % n % n o/o n %

t9 0 1 0,63 0 I 0,22

20-24 37 23,87 28 17,50 t9 12,67 84 18,06

>0,0525-29 43 27,74 40 25,00 39 26,00 122 26,24

30-34 37 23,87 37 23,12 35 23,33 109 23,44

35-39 t9 12,26 JJ 20,63 28 18,67 80 17,20

40-44 t4 9,03 21 13,12 25 16,67 60 12,90

45-46 5 3,23 0 4 2,66 9 1,94

Total 155 100 r60 100 150 r00 465 t00
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3.1.2. Occupation

Table 3.3. Occupation

Farmers accounted for 95,27 oZ. Government employees were 3,23 Yo and

free trade were 1.5 %. There has significant difference between the two groups

in terms of occupation with P<0.05.

3.1.3. Number of children

Table i.4. Number of childrien

Occupotion
Ha Nam Nam Dinh Thai Binh Total

P

n % n % n o/o n %

Farmer 151 97,42 t52 95,00 140 93,33 443 95,27
< 0,05

Govemment
employee

4 2,58
aJ 1,88 8 5,33 15 3,23

Free trade
(Housewife,
business, etc.)

0 0 5 3,12 2 1,34 7 1,50

Total 15s 100 160 r00 t50 100 465 100

No.,of children
Ha Nam Nam Dinh Thai Binh Total

n % n % n o/" n o/o

1 child 86 55,48 116 72,50 109 72,67 311 66,88

> 2 children 69 44,52 44 27,50 41 27,33 154 33,12

Total 155 100 r60 100 150 100 46s r00
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The rate of women had one child accounted for 66.88 Yo and those who

had more than two children was 33.12 %.

3.1.4. The result of gynecological examinstion for subiects before insettion

IUD

Table 3.5. Gynecological examination results before insertion IUD

Women have regular menstrual, cervix, uterus and normal sub-division

accounted for 100 Yo. The prevalence of women with a history of produced

leucorrhoea and vaginitis was 5.59o/o. Women who vaginitis, were not inserted

IIID accounted for 17 (3.66%). Slight vaginitis cases, fresh inspiration bacteria

sniff test (+++) or (+). These cases have been treated from 1-2 phase oral

antibiotics and vaginal, each course of treatment for 7 days and the gap between

1-2 weeks. Then, these women are pelvic exam and tests the bacteria from the

vagina change in inflammation, group's study began to insert IUDs.

Symptom and test

Ha Nam

(n:155)
Nam Dinh

(n:160)
Thai Binh

(n:150)
Total

(n:465)

n % n % n ,h n %

Bacterial vaginosis
history, produced
leucorrhoea

-J 1,94 t6 10,00 7 4,67 26 5,59

Regular menstrual
history

15s 100,0 160 100,0 150 100,0 465 100,0

Cervical , uterus,
normal sub-division

155 100,0 160 100,0 150 100,0 465 100,0

Vaginosis 10 6,45
a
J 1,88 4 2,67 T7 3,66

Fresh inspiration
bacteria (+++), or test
sniff duong tinh

10 6,45 J 1,88 4 2,67 17 3,66
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3.2. Effective contraception and the failure rate

After 3 months, 6 months and 12 months insertion IUD TCU 380A-SMB

IUD can not find any case pregnancy during using. The effectiveness of TCU

380A-SMB IUD was 100%.

3.3. Side effects and safety of IUD

After 6 months, the rate of women have menorrhagia after using IUD

TCU-380A SMB was 0.43Yo. After 12 months, this rate was 3.34%. Difference

between women menorrhagia when using SMB-380A IUD TCU after 6 months

and 12 months no statistically significant with p> 0.05.

After 6 months using TCU 380A IUD-SMB, the proportion of women

have vaginitis was 2.61,%. This rate after 12 months TCU 3804 IUD insertion-

SMB was 3.79Yo. Difference in the proportion of women ihave vaginitis after

IUD insertion 6 months and 12 months no statistically significant with p> 0.05.

The rate of women have vaginitis caused by bacteri a after 6 months using

TCU 3804 IUD-SMB was 1 .74%. After 12 months of insertion was 2.0%.

The rate of women have vaginitis by candidas was 0.22% ufter 12 months.

The rate of women have vaginitis by by trichomonas after 6 months using

TCU 380A IUD-SMB was 0.43o/o. After 12 months was 0.67Yo-

Difference causes inflammation of the vaginaafter 6 months andafter 12

months no statistically significant with p> 0.05.

After 6 months using TCU 3804 IUD-SMB, the proportion of women

hypogastric abdominal pain, backache when they have rnenstrual was 0.67oh .

The difference in the rate of women who have hypogastric abdominal pain,

backache when menstrualing after 6 months and after 12 months of follow

statistically insignifi cant with p>0.05.

After 12 months, none of case ectopic pregnancy or the IUD into the

abdominal cavity when using TCU 380,4. -SMB IUD.
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After 12 months of use, none of case TCU 380,4. -SMB IUD in the wrong

location such as IUD is upside down or no IUD in the uterus.

After 12 months using IUD insertion, the rate of women have regular

menstrual was 87,97Yo. And the rate of women has irregular menstrual from 30-

35 days was 8.69Yo. The rate of women have vaginitis was 3.79o/o and 100% of

IUD in uterus. Research results showed that none of women used not IUD were

assigned secondary infections, pelvic inflammation, ectopic pregnancy and

intra-abdominal IUD.

After 6 months, the proportion of women withdrawn continue to use the

TCU 380A IUD-SMB was 1 .08%. The rate of women withdrawn using TCU

3804 IUD-SMB was 3.44o/o after 12 months. There was significant difference

between in using TCU 380A IUD-SMB after 6 months and 12 months with p

<0.02

After 6 months of insertion, the proportion of women withdrawn using

IUD TCU-380A SMB because of menorrhagia was 0.43%. The rate of women

give up after 12 months using TCU 380A IUD-SMB was 1 .94%.

The rate of women withdrawn use the SMB-380A ItlD TCU because of

have hypogastric abdominal pain, backache after menstruation after 6 months

was0.43Yo. After 12 months of use was0.640/o.

The rate of women withdrawn to use the SMB-380A IUD TCU by other

reasoris (Desire formore children, etc.) after 6 months was 0.22%o. After 12

months was 0.86%. :

No statistical difference between two groups withdrawn after 6 months

and after 12 months with p > 0.05.

After 6 months, the rate of adoption TCU 380,4. IUD was 98.92%-. After 12

months, was 96.56%-SMB. The difference in adoption rate of using TCU 380A

IUD-SMB after 6 months and 12 months no statistically signif,rcant p> 0.05.
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TCU-380A IUD insertion after SMB 12 months, the proportion of women

having regular menstrual were currently 87.97%. the rate of women have

menstrual irregularities was 8.69% and the proportion of women have

menorrhagia was 3.34%.

Before IUD insertion TCU-380A IUD , the proportion of

womenvaginitis was 3.66yo. This rate was 3.79% after 12 months IUD

insertion. The difference is not statistically with p> 0.05.

Results of phase I has been review and acceptance by The Technical

scientific Department - Ministry of Health on May 16th 2006 , becoming the

basis for the Ministry of Health consideration and direct the deployment of

funher research in Phase II.

B. Phase I[ exPansion

Table i.6. The number of subiects in the provinces

Serial
number

Provinces
TCu 380A-SMB IUD

n o/o

I Thai Nguyen 253 18,5

2 Ha Nam 249 18,2

J Nam Dinh 251 18,3

4 Thai Binh 258 18,8

5 Thanh Hoa 221 16,t

6 Ha Tinh r38 10,1

Total t370 100,0

Subjects were the same in three province. Each province has from l0,lo

to 18,8%.
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3. 1. S ubj ects characteristics

i.1.1. Age of Subjects

Table 3.7. Age of subjects in the group and area

Age group Quantity o/o

<20 t2 0,9

20-24 261 19,l

25-29 361 26,4

30-34 356 26,0

35-39 278 20,3

40-44 72 5,3

4s-49 30 ') 
t)

Total t370 100,0

Table 3.8. Age of subjects in the group and study area

Age Province Total
Thai

Nguyen
Ha

Nam
Nam
Dinh

Thai
Binh

Thanh
Hoa

Ha
Tinh

<20 6 1 1 1
aJ 0 t2

s0% 8.3% 8.3% 0.3% 25% 0% 1000

20-24 9t 25 48 30 46 2t 261

34.9% 9.6% t8.4% tt.s% t7.6% 8% r00%

25-29 63 65 73 67 59 34 36r

17.50 t8% 20.2% t8.6% t6.3% 9.4% 1000io

30-34 58 80 50 7t 53 44 356

t6.3% 22.5% t4% 19.9% 14.9% 12.4% 100%
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35-39 26 74 47 45 60 26 278

9.4% 26.6% 16.9Yo 16.20 21.60 9.4Yo l00Yo

40-44 8 4 25 26 0 9 72

rt.t% 5.6% 34.7% 36.t% 0% t2.5% 100%

45-49 I 0 7 18 0 4 30

3.3% 0% 23.3Yo 60.0% 0% t3.3% 1000

Total 2s3 249 2sl 258 22t 138 1370

t8.5% t8.2% 18.3% 18.8% 16.lo l0.l% r00%

26.4% of women using TCU 3804 IUD in the 25-29 age group. In the

30-34 age group was 26yo,20-24 was 1g.to ,35-39 was 20.3yo and 40-44 was

5.3%. Other age groups have lower utilization rate. No significant difference

among age group with P>0,05.

3,1.2. Occupation

Table 3.9. Occupation in study area

Occupation

Province Total

Thai
Nguyen

Hd
Nam

Nam
Dinh

Thai
Binh

Thanh
Hoa

Ha
Tinh

Farmer 2t8 233 241 241 t77 109 r2l9

17.9% t9.t% t9.8% 19.\Yo t4.5% 8.9% r000

Housewife t4 0 0 1 6 9 30

46.7% 0% 0% 3.3% 20.0% 30.% 100%
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Govemment
employee

B 13 5 10 7 18 6I

t3.L% 2t.3% 8.2% 16.4% 1l.5Yo 29.5% t00%

Business 6 0 1 0 5 1 t3

46.2% 0.0% 7.7% 0.0% 38.5% 7.7% 100.0%

Worker 2 2 4 6 15 1 30

6.7% 6.7% 13.3% 20.0% 50.0o/o 3.3% 100.0%

Free trade 1 0 0 0
a
J 0 4

25.0% 0.0% 0.00 0.0% 75.00 0% 100.0%

Others 4 I 0 0 6 0 11

36.4% 9.1% 0% 0% 545% 0% 100.0%

Total 253 249 251 258 221 138 t370

t8.5% t8.2% t8.3% r 8.8% t6.t% L0.l% 100.0%

Farmers used TCu 380A-SMB IUD accounted for 89Yo . Government

employees. were 3,23 Yo and free trade were 4,5oh and workers were 1,5yo.

There has significant difference among groups in terms of occupation with

P<0.05.
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3.1.3. Number of children

Table 3.10. I'{umber of children

Women who had one child accounted for around

more than two children.

3.3. Effective contraception and failure rate

25,3Yo and74,7o/o.had

IUD insertion after 6 months and 12 months showed two cases pregnancy

during use.

Province Total

No. of

children

Thai
Nguyen

Ha

Nam

Nam
Dinh

Thai
Binh

Thanh I Ha
Hoa 

I

I rintr

50 34 79 32 347l child 125 27

36.0% 7.8% 14.AYo 9.80 22.80 9.2% 100.0%

201 224 r42 106 1023
>2 children 128 222

19.6% 21.90h 13.9% r0.4% 100.0%
t2.5% 2t.7%

25t 258 221 138 1370
Total 253 249

18.5% t8.2 18.3% 18.8% t6.L% t0.l% 100.0%

Table 3.1 1. The effective birth control while using the IUD in the study phase

After 6 months
insertion IUD

After 6 months
insertion IUD' PregnancY status
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3.4. Measure the side effect and safety

3.3.1. Menstrual of user

Table 3.12. Menstrual change after 12 months of cumulative use

Menstrual

After 6 months
N:l368

After L2 months
N:1332

n o/t n "h

Regular menstrual Period 1 198 87.6 r206 90,6

Irregular menstrual
period

136
9.9

98 7.2

JJ 2.4 24 1.8
Menorrhagia

No menstrual longer 3
months

1
0.1

4
0.4

1368 100 t332 100
TOng

agia when using TCll

3804 IUDwas 2.4%. After 12 months, it was l'8%' Difference in the

proportion of women have menorrhagia when using SMB-380A IUD TCU

after 6months and r2months no statisticalry significant with p> 0.05

3.3.2. Gynecologycal inflammation of users

Table 3.1j. Gynecological acute situation when I(JD use with time

Gynecolo gYcal infl ammation

After 6 months
N=L368

After L2 months
N=1332

t1: % n- %

t240 90.5 t225 92.r
No inflammation

106 7.9 93 6.8
Vaginitis

7 0.5 5 0.4

10 0.7 8 0.6

5 0.4 1 0.1
Pelvic paint

1368 100 r332 100
Total
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After 6 months using TCU 3804. IUD-SMB, the proportion of women

have vaginitis was 7.9%. This rate after 12 months TCU 380,4. IUD insertion-

SMB was 6.802. The difference in the proportion women have vaginitis after

IUD insertion after 6 months and after 12 months no statistically significant

with p>0.05.

3.3.3.Other side effect and hazurd

After 6 months using TCU 380,{ IUD-SMB, there had one case of ectopic

pregnancy, is not any IUD into the abdominal cavity. After 12 months had a

case of IUD into abdomen.

3.3.4. The safety of IUDs

Table 3.14. The safety of I|JD with time

Use IIID status
After 6 months After L2 months

n Yo n o

Continuous t34t 98.3 t333 97.4

Give up 27 t.7 35 2.6

After 6 months of use, the proportion of women withdrawn to use the

TCU 3804 IUD-SMB was 1 .7Yo. Yoage of women withdrawn to use the TCU

380A IUD after 12 months-SMB was 2.60/o. The difference give up using Tcu

380A SMb IUD after 6 months and after 12 months stastictics with p<0.02.

3.4.2. Causes of give uP

Table 3.16. Causes of give'uP

Causes
After 6 months After 12 months

n % n %

Gynecologycal
inflammination

J 0.2 7 0.5
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Menorrhagia t0 0.7 t4 I

Coil drip 6 0.4 6 0.4

Stomache 4 0.3 4 0.3

Not accept 2 0.1 2 0.1

Other reasons 2 0.1 2 0.1

After 6 months of insertion, the proportion of women using IUD TCU-

380.{ SMB give up because of menorrhagia was 0.7%. ohage of women give

up after 12 months using TCU 380A IIID-SMB was 1 .94%.

The rate of women withdrawn to use the SMB-380A IUD TCU by

hypogastric abdominal pains, backache when having menstrual after 6 months

of use was 0.3%. This rate after 12 months of use was still 0.3%.

Tha rate of women withdrawn to use the SMB-380A IUD TCU by other

reasons (Desire formore children, affect couper relationship, etc.). After 6
months of use was 0.1%. This rate after 12 months of use was also O.I%.

The difference in the cause withdrawn to use the SMB-380A IUD TCU no

statistically significant p> 0.05.
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CHAPTER 4. DISCUSION

4.1. Common feature subjects

Most women use the IUD TCU 380A-SMB in25-29 age group accounted

for 26.4%o, followed by 30-34 age group account for 26%o. The rate of women

using IIID TCU 380A-SMB in 25-34 was 52.40 . In 25-34 age group,

Vietnamese women typically from 1-2 children and has had enough chilren they

wish, so their requirement was dilated gap of birth and stop to give birth. The

rate of used TCU 3804 SMBs IUD in the 25-34 age-group was also higher

than other age group. This rate was similar studies of Nguyen Van Tuong about

TCU Fai India IUD (48.52%) U9l.

The majority (88.97%o) women using the TCU-380A SMB ILIDwas

farmer. This rate was higher than Nguyen Van Tuong research about TCU Fai

India IUD(60.67%) 1181. May be due to the study area was rural and live

mainly in agricultural production, so the number of women was more than other

professions. The rate of govemment employee TCU-380A SMB IUD was not

high (3.23%).

Researchers do not make IIID insertion for women without children,

women should use SMB-380A IUD TCU all have at least one. The rate of

women have a child using TCU-380A SMB IUDwas was 25.3o/o. This rate was

lower than the study by Duong Thi Cuong about TCU 380,{ Il-ID-Netherlands
t

(4s.06%) le).

Examining before IUD insertion, in this group of women using IUD

TCU-380A SMB showed 17 women had bacterial vaginosis (3.66%). Vaginitis

cases have been treated and then insert IUD. The rate of vaginitis before insert -

3804 IUD TCU's research SMB was lower than Nguyen Van Tuong TCU

380A-Canada IUD (I0.92%) in 2001 [18]. Today women have a qualification

higher genital hygiene so the rate of gynecology infections than ever before. On
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the other hand when selecting study subjects, group of study have removed all

cases with gynecological inflammation history, so the rate of vaginitis of the

study was low.

4.2. Effective contraception and failure rates

Table 4.1. Compare the effectiveness contraceptive of TCu 3B0A among authors

Authors
Not pregnancy Pregnancy

n oh n oh

Cole and collaborators, 1985 [29]
(n:181)

180 99,45 1 0,55

Irving Sivin and
collaborat or s,1997 13 4)

(n:298)

297 99,66 I 0,34

Nguyen Van Tuong, 2000 [18]
DCTC FaI (n:356)

351 98,60 5 1,40

Nguyen Van Tuong, 2000 [18]
DCTC FEI (n:350)

346 99,96 4 l,l4

Nguyen Van Tuong, 2000[18]

DCTC Canada (n:357)
352 98,60 5 7,40

DuongThi Cuong, 1995 [10]
DCTC Hd Lan (n:2029)

20r5 99,30 t4 0,7

NHOG, 2005, DCTC TCu 3804-
SMB
(n:465)

465 100 0 0

NHOG, 2008, DCTC TCu 3804-
SMB

(n:1370)

1370 99,99 2 0,01

The effectiveness of the TCU 380A IUD-SMB was 99.99o/o , which equal

the study of Nguyen Van Tuong with TCU 380A-Fai IUD (98.60%), Duong

Thi Cuong with TCU 380A IUD- Netherlands (99.30%) and research of Cole
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and collaborators in 1985 on 181 cases using TCU 380,{ IUD showed the

effectiveness of contraception was 99.45%. Effective of author Irving Sivin and

collaborators in 1997 at 298 cases insertion TCU 380A IUD was 99.66%.

Pregnant with IUD provision: the rate of about 0.5yo -5% l4).

The effectiveness of the TCU 3804. IUD-SMB equivalent of effeciency

Tcu 3804. IIJD was be researches and used in Viet Nam in family planning

program because of the high efficiency of contraception. For this type of IUD

without active ingredients such as frozen, and hormonal contraceptives

effectively compete around 95-96%. But TCU 380,.4. IUD types of

contraception effectively implement about 99%. IUD is the most popular

contraceptive in our country today. With highly effective contraception

contributed to the reduction of birth, lead to brought economic benefit to the

development of country [2].

4.3. Side effect and the safety

Table 4.2. Compare side effects of TCU 380A IUD after I2 months

Side effect and
hazard

TCU 380A

SMB
(n:449)

TCu 380A

Hi Lan**
(n:2029)

TCU 380A

FaI*
(n:356)

TCu 380A
FEI*

(n:350)

TCu 380A.

Canada*
(n:357)

n % n % n % n % n %

Menorrhagia 15 3,34 99 4,90 22 6,18 24 6,86 22 6,16

Vaganitis i
t7 3,79 4 0,20 8 ))\ 8 a ,\o

L)L ) 20 5,60

Irregular
menstrual

39 8,69 r82 9,03

Stomache,
backache when
having menstrual

aJ 0,67 53 2,60 20 5,61 ZJ 6,58 t6 4,48

IUD slipped 0 32 1,60 22 6,18 26 7,43 35 9,8
* Notes: Data study by Van Tuong Nguyen in 2000 [18]
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Cuong's figures in 1995 [10]

Afer 12 months, the rate of women have menorrhagia when using TCu

380A-SMB IUD was 3,34oh.

Menstrual pains: pain in the abdominal region when menstruating, switch

to non-copper IUDs in these cases.

Menstrual disorders: the most common side effect encountered when

using IIID, it claims l0-t5% of the cases of compulsory IUD removal in the

first year of use.[4].

The proportion of women have menorrhagia in this study was lower than

ones in other studies in the world (Farr and Amatya was 5.6%) 132) and much

lower than with research in Vietnam: Duong Thi Cuong with TCU 380A IUD

was 4.9Yo-Ho11and, Nguyen Van Tuong with IUD-Fai was 6.18oh, FEI IUD

6.68Yo, Canada IIID was 6,l6Yo.

Although the proportion of women have menorrhagia when using SMB

co-380A TCU IUD from 1.8% to 2.5o/o after 6 months use and after 12 months

of use. This difference is not statistically meaningful and in the safety limits

allowed. The proportion of women have menorrhagia in this study was lower

than ones in other studies of other authors as described above. So Vietnamese

women can use SMB-380A TCU IUD for their give birth needs. On the other

hand, menorrhagia may affect the health and daily activities of the user. There

are many subjects continued to use the TCU 380A II-ID after treated

menorrhagia. This rate was 6 per 15 women in 12 months.

After 12 months using TCU 380A-SMB IUD, the proportion of women

having regular menstrual period was culrently 87.5oh after 6 months and90.6oh

after 12 months. A change in menstrual cycle from 30-35 days without affecting

health but only changed a little life activities of IUD users.
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Tha rate of women have vaginitis during use of IUD TCU-380A SMB

was from 6.8% to 7 .9%o. This rate is not much different with some other studies

in Vietnam. Results' research of Nguyen Van Tuong, the rate of vaginosis when

TCU 3804 IUD Fai was 2.25%o,2.29oh of FEI IIID, Canada IIID was 5.6%

[18] and with the Duong Thi Cuong with TCU-380A IUD Netherlands was

0.2%. Bacterial vaginosis : a complication that can cause infertility, the rate of

about 3-9%.

Causes of the vaginitis are bacterial, candidiasis and trichomonas. Rate

causes of vaginitis in the group using TCU 380A-SMB IUD after 12 months

from 0.22% -2.0%. This rate was lower than research results of Le Bach Quang

(causes of vaginitis by candidas was l4o/o, 5.5% vagina by trichomonas) and of

Nguyen Van Tuong (5.6% of vaginitis by cadidas, 0.2% of vagina by

trichomonas) [16] [1 8].

The rate of women vaginitis before TCU 380,{ -SMB IUD insertionis

was 3.66Yo and the rate of bacterial vaginosis afterl? months was 6.802. Do not

differ much on the proportion of vaginitis before and after the installation of

two types of TCU-380A SMB IUD. It was indicated that the use of IUD TCU-

3804 SMB does not have any effect on the level and status of vaginitis.

Level of vaginitis and vaginitis caused when using TCU 380A IUD-SMB

is lower than other studies in Vietnam and the world. The rate of vaginitis may

lower'b..urrs. of the selected subjects closely, otherwise Vietnamese women

today there has been progress in sanitation, living, protect the environment

better and medical workers has had much experiences while using IUD in

family planning programs.

-tb,:+Biipain: commonly experienced as the uterus contracts when a

strange subject is present, treated by using painkillers in the first few months.

Sometimes contraction of the uterus can expel the IUD.
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After 12 months, the rate of women have hypogastric abdominal pains and

backache need to untie TCu 380A-SMB IIID was 0,7oh to 0,5Yo. This rate was

much lower than studies of Nguyen Van Tuong at TCU 380,4. IUD-Fai (5.61%),

FEI IUD(6.58yo), Canada IUD(4.48%) U8l and Duong Thi Cuong TCU 380,4.

Netherlands IUD(2. 6%) l9l.
After 12 months, the group's study has found seven cases of IIID slip

during the first year of use. Factors affect IUD fell: Factors affecting IUD slip:

age, time of giving birth, type of IUD, inserter's experience, placement time

t3]. Time insertion and remove the TCU 380,4. IUD: IUD insertion at the time

of last menses because the cervical opening is slightly dilated during this time,

making insertion easier and equal importat women had not pregnancy. IUD

should not be inserted immediately after giving birth because of fell IUD. IUD

could inserted after giving birth at least 8 weeks and abortion.[4].

Timing remove TCU 380A IUD: IUD cuold be in uterus from 5 to 10 years, if
type of IUD contain hormone (Progestatif) must be replaced sooner[4].

There has case have ectopic pregnancy. IUD prevents the zygote from

nesting in the uterine cavity, but cannot prevent it from nesting outside the

cavity. However until now no study has made sure that IUD causes ectopic

pregnancy [4].

A case of IUD IUD into abdomen: can be right when inserting or

gradually over time.

Holing in the uterus: very little experience rates of approximately I.2o/oo

insertion, if detected immediately after insertion and treatment of IUD uterus

was preserved. Hazard depends on the time of II-ID, posture uterus, especial

experience of the technical of person who inserted. In our study no case with a

hole in the uterus.
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The rate of women had regular menstrual was very high (90.6%). The

rate of women have vaginitits. The rate of complications and side effects of the

IIID was very low. Research results showed that TCU 380,{ IUD safe for users.

Due to the high effective contraception, birth control needs to reach our

users and meet the requirements of family planning programs, the status of

irregular menstruation and menorrhagia in safety allows, should deliver widely

used type of Tcu-380A IUD in our country, which suitable with safety....for

protect mother and child.

4.4. Assess the rate of acceptance and give up

4.4.1. The rate of give up using TCU 380,4. IUD

Table 4.3. Compore give up and give up reasonfor TCU 3B0A IUD

Give up reoson

TCu-
SMB
IUD

TCu-Farr
{<**

IUD

TCu-
FaI
*

IUD

TCU-FEI

IUD

TCU-
Canada*

IUD

TCu-
Netherlands

&g

IUD
% % % % Yo %

Pregnancy 0,14 0,40 1,40 T,T4 r,40 0,10

Menorrhagia 1,94 5,60 6,18 6,68 7,00 4,90

Hypogastric
abdominal

0,64 5,6r 6,58 4,48 2,60

Vaginitis 6,8 ))\ 2,29 5,60 0,20

Change another
contraceptive

0 1,20 5,98 2,16 4,20 6,80

Tut DCTC 0,5 3,20 6,18 7,43 9,80 1,60

Other reasons
(desirefor more
children...)

0,1 3,30 0,84 r,43 r,40 1,10

Genaral of rate
give up

3,44 I3,70 28,44 27,71 43,40 17,90
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Note: * Data of Nguyen Van Cuong's research [18J, ** Data of Duong Thi Cuong

research[9J, *** Data of Farr va Amalya [32J.

After 12 months, the proportion of women gave up continue to use the

TCU 380A IUD-SMB was 3.44oh, lower than the research by Nguyen Van

Tuong with TCU 380A -Fai IUD was28.44yo,TCU 3804 IIID was 27.71%-

FEI, TCU 380A -Canada IIID was 43.40%. Duong Thi Cuong's research

showed that the proportion of women give up was 17.90oh and 13.70% of Farr

and Amalya. The rate of women give up TCU 380A SMB IUD was low

because of women in need of practise family planning and consultation for

contraceptive IUD effectively, otherwise subjects used IUD in research is

voluntary.

Cause subjects give up TCU 380A-SMB IUD was mainly due to

menorrhagia, was be treated. After 12 months, the rate of give up TCU 3804

IUD because of having menorrhagia was l.l4%. The proportion of women

having menorrhagia was much lower than study of Duong Thi Cuong @.9%)

[9] and the study of Nguyen Van Tuong (TCU 380A -Canada IUD was 7.0o ,

TCU 3804 -Fai IUD was 6.18yo, TCIJ 380,{ IUD-FEI was 6.68%o) [18].

The rate of women give up the hypogastric abdominal pain, backache

when use the TCU 3804 IUD was 0.5%. %oage of women give up when using

TCU 3804 IUD may be low by subjects using advice and needing care in time

when side effects during the study. However, gave up rates by the hypogastric

abdominal pains, backache when menstrualing. There is much lower compared

with study by Duong Thi Cuong (2.6%) [9] and Nguyen Van Tuong (TCU

380A CanadaLTJD 4.48%; TCU 380A-Fai USD was 5.610/o, TCU 380A-FEI

IUD was 6.58%) [18].

After 12 months using TCU 3804. IUD-SMB, the proportion of women

give up because of other reasons (desire for more children, etc.) was 0.14%.If
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the rate of gave up declines hit a low, the medical facilities should be well

organized public consultation about contraception, family planning counseling

and perform especially advice on contraception IUD use for each subject before

IIID insertion.

4.4.2. Accept use TCU 380A -SMB IUD

Notes: * research data of Nguyen Van Tuong [18], ** research data Duong Thi Cuong's [9].

*** Farrts research data and Amalya [32].

Adoption rate continue to use the SMB-380A IUD TCU after 6 months

was 980/o and after 12 months was 97%higher adoption. This rate was higher

than study by Duong Thi Cuong (82.t0%) [9] and Nguyen Van Tuong

(continuation rates of use IUD -Canada was 56.60%) and the Farr and Amalya

(86.30%). Adoption rate continue to use the TCU 380,{ IUD may be caused by

high-SMB today most women understand the benefits of reducing by use PL

including IUD is one of the contraceptive method modern, high efficiency,

economic and convenient. On the other hand by the quality of customer care

medical personnel are increasingly and most cases are limited to give up, such

feeling tired or desire formore children or other reasons not affect health.

Table 4.4. Compare adoption rate using TCU 3B0A IUD

Timing use

TCu-
SMB
IUD

TCu-
Farr
***
IUD

TCu-
FaI

?k

TUD

TCU-
FEI

:b

IUD

TCU-
Canada*

IUD

TCu-
Netherlands

?k ?k

TUD

% % % % % %

After 3 months 100

After 6 months 98

After 12

months
97 96,30 71,56 72,29 56,60 82,1,0
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CONCLUSIONS

1. After 12 months using, the effectiveness of TCu 380A-SMB IUDs was

very high (99.99%)

2. TCU 380A-SMB IUDs which is provided by sMB company, is safety for

customers and low prevalence side-effects in women (the rate of menorrhagia

was 1 .80/o, vaginitis was 6,80h; hypogastric abdominal pains, backache when

menstrualing was O,l yo). And it also has harmless effect to reproductive health

and life habitant of users.

3. The prevalence which accepts using TCu 380A-SMB IIIDs, is high (97%)'

The prevalence of women who give up, is low (3,44%) andVietnamese women

accepts using DCTC TCu 380A-SMB in Family Planning.
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RECOMMENDATIONS

1. With two-steps study shows that TCu 380,4. IUDs which is provided

by Indian SMB Company, were high effect of contraceptive method, safe for

users, low prevalence side-effects and give up, relevant with Vietnamese

women and accepted. So that, it is possible to use TCu 380A IUDs for

Vietnamese women in Family Planning.

2. In order to increase the prevalence of using contraceptive methods and

reduce population raising, provide widely contraceptive methods, avoid

exclusiveness and create best conditions for customers, recommend that

govemment submits to import and distribute TCu 380,4. IUDs which provided

by Indian SMB Company at national-wide.

3. Recommend that Indian SMB Company continue supporting budgets

and co-operating with the NHOG to manager, monitor, and consult for

customers are using TCu 380.4. IUDs by Company provided.
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