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ANNEXURE - A

BANGLADESH MEDICAL RESEARCH COUNCIL
MOHAKHALI, DHAKA-1212, BANGLADESH
Tel: 8819311, 8828396, Fax: 880-2-8828820
Email: info@bmrcbd.org; Web: www.bmrcbd.org

Application for Ethical Clearance
1. Principal Investigator(s):
Name: Dr. Md. Moinuddin Ahmed, Line Director (CCSDP)
Qualification: MBBS, MPH
Detail Address: 6 Karwan Bazar, Dhaka 1215
Mobile: 01712157103 Telephone (Off.): 02-55012362
e-mail: ccsdpdgfp@gmail.com

2. Co-Investigator(s):
Name: Mr. Liaquat Ali, Monitoring, Evaluation and Learning Specialist
Qualification: MSS in Sociology, MDS
Detail Address: Shukhi Jibon, 5% floor, Shezad Palace,
32 Gulshan Avenue North C/A, Gulshan 2, Dhaka- 1212, Bangladesh
Mobile: 01711354106 Telephone (Off.): 8801908837981
e-mail: lali@shukhijibon.org

Name: Dr. Sharif Mohammed Ismail Hossain, Associate Il
Qualification: MBBS, MPH

Detail Address: Population Council, H#12, R# 25/30, Gulshan 1,
Dhaka 1212

Mobile: 01713018724 Telephone (Off./Res) 9842276/9846657
e-mail:sharifhossain@popcouncil.org

3. Place of the Study/Institution(s):
Dhamrai Regional Training Center (RTC) in Dhaka with accompanying Dhamrai
Upazila Health Complex (UHC); The Mohammadpur Fertility Services and Training
Center (MFTC), Dhaka; Mymensingh Mother and Child Welfare Center (MCWC);
Narsingdi Mother and Child Welfare Center (MCWC), and Lakshmipur Mother and
Child Welfare Center (MCWC).

4. Title of Study: Assessing acceptability and feasibility of introducing
levonorgestrel releasing intra-uterine system in the national family planning
program of Bangladesh

5. Type of Study: Prospective cohort study
6. Duration of Study: 24 months (March1, 2020 to February 28, 2022)
7. Total Cost: BDT 5,538,660

8. Funding Agency: Shukhi Jibon/United States Agency for International
Development (USAID); Shukhi Jibon, 5" floor, Shezad Palace, 32 Gulshan Avenue
North C/A, Gulshan 2, Dhaka- 1212, Bangladesh; Telephone (Off.): 8801908837981
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Circle the appropriate answer to each of the following
(If not Applicable write NA)

1. Source of Population:
(a) Ill participant
(b) Non-ill participant

No
No

(¢) Minors or persons
under guardianship

Yes

2. Does the study involve?
(a) Physical risks .@ No
To the subjects
(b) Social Risks No
(¢) Psychological .@ No
Risks to subjects
(d) Discomfort to No
Subjects
(e) Invasion of the body Yes ’@
() Invasion of Privacy @ No
(g) Disclosure of @ No
Information damaging to
Subject or others
3. Does the study involve?
(a) Use of records, @ No
(Hospital, medical,
Death, birth or other)
(b) Use of fetal tissue Yes .@
Or abortus
() Use of organs or Yes
Body fluids
4. Are subjects clearly informed about?

(a) Nature and No
purposes of study

(b) Procedures to be No
followed including
alternatives used

(¢) Physical risks @ No

(d) Private questions @ No

(e) Invasion of the @ No
Body

(f) Benefits to be No

Derived

5.

6.

(2) Right to refuse @ No
to participate or
to withdraw from study

(h) Confidential No
handling of data @

(i) Compensation @ No

where there are risks or
loss of working time or
privacy is involved in
any particular procedure

Will signed consent form/verbal consent

be required?

Yes

No

(a) From Subjects

(b) From parent or
guardian (if subjects
are minors)

No

Will precautions be
taken to protect
anonymity of subjects
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Note: If the final instrument / questionnaire is not completed prior to review,
the following information should be included in the abstraci.

1. A description of the areas to be covered in the gquestionnaire or interview which
could be considered either sensitive or which would constitute an invasion of
privacy. '

2.  Examples of the type of specific question to be asked in the sensitive areas.
3. An indication as to whom the questionnaire will be presented to the committee for
' review.

We agree to obtain approval of the Ethical Review Committee for any changes
involving the rights and welfare of subjects or any changes of the Methodology
before making any such changes.

Signature
Name of the Principal Investigator/Leader/Coordinator
Dr. Md. Moinuddin Ahmed
Date: 9/2/2020

Name of Co-investigator (S) Signature:

1. Mr. Liaguat Ali ﬁ@
2. Dr. Sharif Mohammed Ismail Hossain r}&

3.

5.

* Include all the Investigator, Co-investigators.
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ANNEXURE - B
ABSTRACT
FOR
NATIONAL RESEARCH ETHICS COMMITTEE (NREC)

Study Title: Assessing acceptability and feasibility of introducing levonorgestrel releasing intra-
uterine system in the national family planning program of Bangladesh

The Ethical Review Committee will not consider any application which does not include
a specific abstract/summary for the committee. The abstract should summarize the
purpose of the study, the methods and procedures to be used, by addressing each of the
following items. If an item is not applicable, please note accordingly:

Introduction and Background

Worldwide, intrauterine devices (IUDs) are the most widely used and effective reversible
contraceptive method and are safe, extremely “low maintenance” contraceptives. Approximately,
159 million (17%) women use IUDs worldwide as their contraceptive methods in 2019 (United
Nations, 2019). Currently, wide variety of IUDs are available worldwide; some are inert, some are
copper containing, and some are medicated with levonorgestrel or indomethacin. Since its
introduction into the market, more than 18 million women have selected Mirena® LNG-IUS as their
method of choice by 2010.

The levonorgestrel-releasing intrauterine system (LNG-IUS) is a T-shaped IUD polyethylene device
that is 32 mm long and 32 mm wide with a steroid reservoir containing 52 mg of levonorgestrel that
is released at an initial rate of 20 ug daily and 99.9% effective (Bayer Pharma 2015). It has important
non-contraceptive benefits including treatment for menorrhagia, endometriosis, and endometrial
hyperplasia but is currently not used at scale in any Family Planning 2020 focused country (Megan et
al 2009). The LNG-IUS has been available in Europe since 1993 and the United States since 2000. It
was approved by the US FDA in 2009 and was added to the WHO Essential Medicine List in 2015. The
Mirena® IUS is registered in more than 120 countries worldwide, distributed commercially by Bayer
Pharma. While the DGFP is looking forward for newer methods which can be used for longer-term
with similar efficacy and at the same time decrease discontinuation, the 71t National Technical
Committee (NTC) meeting of FGFP held in September 2019 has approved piloting for LNG-IUS in the
national program.

Purpose and objectives
The purpose of the piloting is to assess acceptability, satisfaction and feasibility of introducing LNG-
IUS in the public sector’s facilities. The specific objectives of the piloting are to:
e introduce LNG-IUS in five high-volume health and FP facilities to understand acceptance,
satisfaction and feasibility of the method;
e introduce LNG-IUS training within two DGFP training institutes to make them as resource
pool for training in future expansion, if any; and
e document the opportunities and challenges in introducing LNG-IUS in selected facilities.

Hypothesis
The hypothesis of the pilot study is that “if LNG-IUS is made available in the public system in addition
to the copper-T 380A IUD, more women will use the method compared to Copper-T 380A”.

Methods and procedures
This is a prospective cohort study without any control group. This implementation science study will
be implemented in five selected health and family planning facilities across the country for 18
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months (1 March 2020 to 28 February 2022). Three facilities were selected at the district levels
considering the increased number of IUD users compared to other facilities and another two
facilities for considering the training facilities and capacities in case the learning experiences of
implementation science are scale up in larger areas, post-piloting. These five facilities are: Dhamrai
Regional Training Center (RTC) in Dhaka with accompanying Dhamrai Upazila Health Complex (UHC);
The Mohammadpur Fertility Services and Training Center (MFTC), Dhaka; Mymensingh Mother and
Child Welfare Center (MCWC); Narsingdi Mother and Child Welfare Center (MCWC), and Lakshmipur
Mother and Child Welfare Center (MCWC). The activities of the piloting will be implemented in three
stages- i) training of Master Trainers (MTs) and service providers, ii) provision of LNG-IUS services
and iii) follow-up of LNG-IUS adopters and evaluation.

DGFP will lead the implementation of the study while Pathfinder will provide technical assistance.
The Population Council will provide technical assistance in conducting research activities and
evaluation. A group of Master Trainers will be trained by the Pathfinder International who
subsequently will train 10 service providers (Family Welfare Visitors (FWV)/midwives/physicians)
from the selected facilities. They will be trained on theoretical and practical aspects of LNG-IUS,
difference between copper IUD and LNG-IUS, insertion and removal techniques, counseling, side
effect/complications management, follow-up visits, infection prevention, ethical issues including
informed consent before insertion and removal, and use of any job aids and client IEC materials. The
service providers will be trained for 5 days at the central level. The Pathfinder International will
monitor the insertions, removals and follow-up activities will in real time through the central level
using tablet smartphone.

600 women of reproductive age (15-49) having one living child, decided to insert LNG-IUS as a
method of contraception, willing to sign inform consent (Annexure D2 and Annexure D3), and be
agreeable to return for follow-ups will be recruited by the trained service providers
(FWV/midwives/physicians) during the initial six-month enrollment period. These recruited women
will be followed up for 12 months at 1-month, 6-month and 12-month after the insertion. The
national guidelines for copper IUD insertion, removal, counseling, infection prevention, side-
effect/complication managements and follow-up will be followed for the LNG-IUS adopters. During
recruitment, both copper-T 380A IUD and LNG-IUS will be offered to the women mentioning added
advantage of treatment of heavy menstrual bleeding of LNG-IUS. Emphasis will be provided to those
women who have idiopathic menorrhagia. LNG-IUS will be offered as an interval method under this
piloting. “Inform consent for copper-T 390A IUD users” used at the national level, will also be used,
with adaptation for the study purpose. DGFP central supply system will collect and supply LNG-IUS in
the respective facilities for distribution.

Participants will be informed that the participation in the study is completely voluntary and may
choose to withdraw themselves from the study at any point. No monetary incentive will be provided
for participation in the interview. However, participants will be compensated of tk.200 as
“transportation Boucher” for each follow-up visit in addition to government eligible conveyance.
Participants will be asked to provide singed consent and the interviewer will sign the informed
consent form to document that the participant has been offered the opportunity to answer
guestions and has given consent to participate in the interview (Annexure D2 and Annexure D3).
Ethical considerations in this study relate to protecting the participants’ privacy and safety. The
study team will exercise the utmost discretion while engaging in data collection activities. IUD has
been used in the country more than four decades without any major safety concerns. All information
that will be collected from the respondents will be kept confidential. National guidelines will be
followed for managing side-effects and adverse events, if any. Required drugs are available in the
national system.
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The evaluation components consist of collection of service uptakes, analysis of enrollment and
follow-up checklists), in-depth interviews with IUD providers, supervisors and facility mangers,
analysis of pre-post training tests and in-depth exit interviews/home interviews with LNG-IUS
adopters. Mixed methods of data collection will be used, and triangulation of data will be done to
understand each question and their relationships. The in-depth interviews with service providers,
facility managers and adopters will be conducted at 12" month post-insertion. It is expected that
once we have a positive result of the piloting, a number of married women will be used and
benefited by the methods, discontinuations are reduced and the DGFP would be interested to scale
it at large. Therefore, the results from the pilot program will assist DGFP to determine whether and
how to include LNG-IUS among its basket of method choices.

1. Describe the requirements in respect of the population and explain the rationale for
using population of special groups such as children, Incompetent person or groups
whose ability to give voluntary informed consent is questionable.

This study will be conducted with married women of reproductive age (15-49) and in selected
government health and family planning facilities. These women are the primary population of
the study. The women who are married but below 18 years are considered as emancipated
minors and are capacitated for taking self-decision and giving voluntary informed consent.
Fifty-nine percent of the emancipated minors have already begun childbearing and
additionally, another 8 percent are pregnant with their first child (NIPORT et al 2018) in the
country. About half of the emancipated minors are using some kinds of contraceptives (adult
use is 62%) and will be included in the study. The secondary population of the study are
service providers and facility mangers and are legally empowered to give voluntary informed
consent. Considering high volume of IUD adopters and training facilities, five government
facilities are purposively selected across the country who provide health and family planning
services.

2. Describe and assess any potential risks - physical, psychological, social, legal or
other and assess the likelihood and seriousness of such risks. If methods of research
create potential risks, describe other methods, if any, that were considered and why
they cannot be used.

There are some minimal risks in participating in the study including breach of confidentiality of
information and side-effects (pain, infection, menstrual disturbances, etc.). In addition, there
are some warning signs/adverse events such as ectopic pregnancy, intrauterine pregnancy,
sepsis, pelvic infection, irregular bleeding/amenorrhea, perforation, expulsion, ovarian cysts,
and breast cancer). It is to be noted here that these adverse reactions/warning signs are not
different than other IUDs and currently being used in the national system. Copper-T 380A IUD
works for 10 years and LNG-IUS for 5 years with added advantage of treatment of heavy and
prolonged menstrual bleeding. About 200,000-250,000 women are using copper-T 380A IUDs
every year in the country and this method is 99.9 percent effective. Rarely, above-mentioned
adverse evets are seen among the women those who are using it. Married women age 15-71
years are considered as emancipated minors and will be included in the study. These women
can take their own decisions and provide informed consent.

There are alternatives contraceptives available in the system such as oral pills, condoms,
injections, and implants. However, these are short-acting methods except implants. Those
who want longer-acting reversible contraceptives (Copper-T 380A and Implants), may pose to
similar risks and likelihood of similar effectiveness. However, none gives treatment option for
heavy menstrual bleeding, for which many women are suffering. Copper-T 380A is being used
in the system for decades, women will be offered both these options (Copper-T 380A and LNG-
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IUS) for log-acting contraception. Additional benefits for heavy menstrual bleeding by LNG-IUS
will also be mentioned along with LNG-IUS. Women will be free to choose anyone of the
methods.

3. Describe procedures for protecting against or minimizing potential risks and
assessment of their likely effectiveness.

The following measures will be taken to protect against or minimize risks and potential
adverse events.

e At the outset, ethical approval will be sought from Bangladesh Medical Research
Council (BMRC) for its methodological soundness and ethical issues and guidance.

e Before implementing any changes to the methodology, and informed consent, the
principal investigator (PI) will approve it by the BMRC.

e Participation in the study is completely voluntary. Upon describing the purpose and
objectives of the study, written informed consent will be taken from the participants
(Annexure D2 and Annexure D3). The participants will have the opportunity to ask
guestions about the study and may choose to discontinue from the study or the
interview at any point.

e Experienced research team will be employed to conduct the study. All research staff
involved in the study must complete the web-based training course of “protecting
human research participants” from National Institutes of Health (NIH)/FHI. They will
be thoroughly trained by the Pl on ethical issues on clinical research dealing with
human participants, participants’ confidentiality, and study procedures.

e No identifiable information will be disseminated. While there will be some identifiable
information, these will be de-identified before presentation and will be stored in a
secure database. Digital information and hard copy will be destroyed at the end of
three years.

e The national guidelines will be followed to address side-effects and complications as
mentioned in the “Family Planning Manual” prepared by DGFP.

e All related and unrelated adverse events will be addressed according to the national
guidelines.

e Some participants may reveal specific reproductive health problems during
examination at the service provider’s rooms, which require treatment. In such cases,
service providers will provide available treatment, if needed, or will refer to the
referral center for further management.

4.  Include a description of the methods for safeguarding confidentiality or protecting
anonymity.

The primary ethical consideration for the study is the protection of individuals and any
sensitive information provided. During the recruitment process, FWVs/midwives will ask
participant questions about their sociodemographic characteristics, menstrual, contraceptive
and medical histories, as required by the national guidelines. In in-depth interviews, adopters
will be asked about the use of LNG-IUS, menstruation, satisfaction/dissatisfaction, side-
effects/complications, removal, acceptability and feasibility questions. Follow-up questions are
simple as like as national follow-up “IUD card” with some additional study questions of
satisfaction and user acceptance. In addition, service providers/managers will also be asked
questions around contraceptive methods during in-depth interviews particularly about long-
acting methods and training approach.

There are minimal risks to both participants by disclosure of the above-mentioned
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information. Participants’ identifying information will be collected for future monitoring and
follow-up and will be kept private. However, these will be de-identified before presenting any
data. The risk of breach of confidentiality of information, we will ensure that it does not
happen. All investigators and research staff involved in the study are committed to respect the
ethical principles of clinical research and they will be thoroughly trained on ethical issues.
When results are disseminated through reports, articles or presentations at meetings, data
that can potentially identify participants will not be presented.

5. When there are potential risks to the subject, or the privacy of the individual may be
involved, the investigator is required to obtain a signed informed consent from the
participant. For minors, informed consent must be obtained from the authorized
legal guardian or parent of the subject. Describe consent procedures to be followed
including how and where informed consent will be obtained.

(a) If signed consent will not be obtained, explain why this requirement should be
waived and provide an alternative procedure such as a verbal consent.

(b) If information is to be withheld from a subject, justify this course of action.

(c) If there is a potential risk to the subject or privacy of the individual or loss of
work time is involved in any particular procedure, include a statement in the
consent form stating whether any compensation will be available.

The study will be conducted with married women of reproductive age (15-49) as well as with
the corresponding service providers and facility managers. Upon describing the objectives and
purposes of the study, FWV/midwives/MO will request written inform consent from the
potential LNG-IUS users as they are currently doing it for copper-T 380A IUD, and this will
happen privately at the FWV/midwives/MO rooms (Annexure D1). This written inform consent
process is required by the national guidelines. IUD service provision is a routine activity of the
service providers and no compensation will be provided for this.

In case of exit interviews/home interviews an interviewer will request a participant for
interview and in case of follow-up interviews service providers will request the participants for
an interview mentioning the objectives and purpose of the study and written inform consent
will be requested before conducting the interview. The exit interviews will be conducted at the
facility premises (in case not available at the homes of the participants) and follow-up
interview in the facility in a private place where nobody can hear what has been discussed.
Consent for the home interview will be taken during the enrollment/LNG-IUS insertion time
(Annexure D2 and Annexure D3). Similarly, written informed consent will also be requested
from service provider and facility managers during in-depth interviews and will be conducted
privately at their facilities (Annexure D1).

6. If the study involves an interview, describe where and in what context the interview
will take place. State approximate length of time required for the interview.

As mentioned above, the follow-up interviews will be conducted at the facility premises and
exit interview at facility or at the homes of the participants in a private place where nobody
can hear what has been discussed. Consent for the home interview will be taken during the
LNG-IUS enrollment/insertion time. At the facility, the exit interview will be conducted just
after taking the services- during exit. Exit interview/home interview will take approximately
30-45 minutes to complete. In case of service providers, suitable time and place will be
identified to have the interview at the facility premises. It will take approximately 20-25
minutes to complete.

7.  Assess the potential benefit to be gained by the individual subject as well as the
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benefits which may accrue to society in general as a result of the work. Indicate how
the benefits may outweigh the risks.

Participating in the interview may not gain any benefit to the participants. However, the
participants may have certain benefits from accepting the LNG-IUS methods in the study. By
using the LNG-IUS device, they will be able to prevent pregnancy for five years, at the same
time some women will be benefited by having treatment for heavy and prolonged menstrual
bleeding. In addition, the findings from this study will generate additional knowledge on the
clinical performance and acceptability of LNG-IUS in Bangladesh and benefit potential users of
this method in the future. Participation in the study will not affect fees, payment, billing, or
reimbursement for any other services at the facilities to the participants.

8. In case of an experimental drugs, provide information about its status of
registration for open sale in Bangladesh and in other developed countries.

While copper-T 380A is registered in Bangladesh for open sale, the LNG-IUS is not because of
its high cost and registration. LNG-IUS will be used in this study only for piloting purpose. The
LNG-IUS provides highly effective contraception for up to five years, with potential for
approval for up to seven years in the near future (Rower et al 2016). This is not a new drug.
The hormone in the IUD acts like the natural hormone progesterone and is widely used in
other contraceptive methods, such as implants and oral contraceptive pills. The mechanisms
of action of the LNG-IUS are similar to that of levonorgestrel implants or levonorgestrel-
containing mini-pills, although it accomplishes these effects with much lower peak serum
levels than other progestin-containing contraceptives. In addition to contraception in many
countries, it is also approved for the treatment of heavy menstrual bleeding, and in fewer
countries, for endometrial protection during hormone replacement therapy of menopausal
women (UK Medicines and healthcare Products regulatory Agency 2016).

The LNG-IUS has been available in Europe since 1993 and the United States since 2000. It is
first registered in Finland in 1993. It is marketed under the name of Mirena® (Bayer Schering
Pharma, Berlin, Germany). There are others brand as well, but they use separate inserters. The
LNG-IUS was approved by the US FDA in 2009 and was added to the WHO Essential Medicine
List in 2015. It has also been approved and registered by the Australian Government,
Department of Health and Ageing, Therapeutic Goods. The LNG-IUS was developed by the
Population Council and Bayer Schering Pharma Oy and is currently distributed by Bayer
Schering Pharma in the private market. It is now also available to the public-sector audience,
through various mediums of distribution. The Mirena® IUS is registered in more than 120
countries worldwide, distributed commercially by Bayer Pharma (Bayer Pharma 2015). The
LNG-IUS provided by the International Contraceptive Access (ICA) Foundation is registered in
three countries (Ghana, Kenya, and Nigeria), but is available through public-sector. Since its
introduction into the market, more than 18 million women have selected Mirena® as their
method of choice (Bayer AG 2010).

9.  For experimental 'new' drugs®* which are not registered in Bangladesh provide full
information about the toxicity studies carried out in animals or human volunteers.
Published papers on this regard shall be annexed.

Progesterone (levonorgestrel) hormone is not a new drug. The hormone acts like the natural
hormone progesterone and is widely used in other contraceptive methods, such as implants
and oral contraceptive pills. Levonorgestrel has an array of contraceptive actions: thickening of
the cervical mucus, inhibiting sperm survival and motility, suppression of the endometrium,
and for some people, anovulation due to systemic absorption of levonorgestrel. The
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10.

11.

12.

mechanisms of action of the LNG-IUS are similar to that of levonorgestrel implants or
levonorgestrel-containing mini-pills, although it accomplishes these effects with much lower
peak serum levels than other progestin-containing contraceptives.

If placebo is to be used justify its uses and why the study cannot be done without its
use.

No placebo will be used.

If an experimental 'mew' drug* is to be used give a statement regarding its
sponsorship and the conditions for such sponsorship.

Not applicable.
The study will be conducted by the DGFP with financial supports from Shukhi Jibon funded by
USAID. The product will be donated by ICA Foundation to DGFP.

State if the activity requires the use of records (hospital, medical, birth, death or
other), organs, tissues, body fluids, the fetus or the abortus.
This study will use facility records for IUD clients (IUD registers).

The statement to the subject should include information specified in items 2, 3, 4, 5(c)
and 7, as well as indicating the approximate time required for participation in the
activity.

* a 'new’' drug means one which is not registered for free and open sale in
Bangladesh.

SOP OF BMRC ETHICAL GUIDELINE Page |11



Abbreviations

BMRC
CCsDpP
CPR
DGDA
DGFP
DUB
FWA
FWV
ICA

IEC

IUD
LAPM
LNG-IUS
MCWC
MFTC
MO
MOHFW
MO-MCH
MT
ng/ml
NGO
NIPORT
NTC

PC

PCC

PID

STI

TRC
UHC

US FDA
USAID
WHO

Bangladesh Medical Research Council

Clinical Contraception Service Delivery Program
Contraceptive Prevalence Rate

Directorate General of Drug Administration
Directorate General of Family Planning
Dysfunctional Uterine Bleeding

Family Welfare Assistant

Family Welfare Visitor

International Contraceptive Access

Information Education and Communication
Intra-uterine Device

Long acting and Permanent Method
Levonorgestrel Intra-uterine System

Mother and Child Welfare Center
Mohammadpur Fertility Services and Training Center
Medical Officer

Ministry of Health and Family Welfare

Medical Officer- Maternal and Child Health
Master Trainer

nano-gram/milliliter

Non-government Organization

National Institute of Population Research and Training
National Technical Committee

Population Council

Pregnancy Confirmation Checklist

Pelvic Inflammatory Diseases

Sexually Transmitted Diseases

Regional Training Centre

Upazila Health Complex

United States Food and Drug Administration
United States Agency for International Development
World Health Organization
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ANNEXURE - C
A RESEARCH PROPOSAL FOR ETHICAL APPROVAL

Study Title: Assessing acceptability and feasibility of introducing levonorgestrel releasing intra-
uterine system in the national family planning program of Bangladesh

Summary:

LNG-IUS is a highly effective intrauterine contraceptive device and give pregnancy protection for five
years. Since its introduction into the market, more than 18 million women have selected Mirena®
LNG-IUS as their method of choice. Mirena® LNG-IUS has been registered in 120 countries but not in
any FP 2020 countries including Bangladesh. Recently, the 71 National Technical Committee (NTC)
meeting of DGFP has approved the LNG-IUS piloting in the public system considering its added
advantage of treatment of idiopathic menstrual bleeding in addition to contraception. The national
system has been using copper IUD for decades but has not been successful to increase its use rate.
The purpose of the piloting is to assess acceptability and feasibility of introducing LNG-IUS in the
public sector facilities.

This prospective cohort study (24 months) will recruit 600 women of reproductive age (15-49) having
one living child, decided to insert LNG-IUS as a method of contraception, willing to sign inform
consent, and be agreeable to return for follow-ups from five selected facilities across the country.
FWVs/midwives/MO will recruit participants from women who comes for long-acting contraception
in the initial 6 months of enrollment period. Adopters will be followed up for 12 months, at 1-month,
6-month and 12-month after the insertion. During recruitment, both copper-T 380A IUD and LNG-
IUS will be offered to the women mentioning added advantage of treatment of heavy menstrual
bleeding of LNG-IUS. Emphasis will be provided to those women who have idiopathic menorrhagia.
LNG-IUS will be offered as an interval method under this pilot. The same national guidelines for IUD
insertion, removal, counseling, infection prevention, side-effect/complication managements and
follow-up will be followed for the LNG-IUS adopters. DGFP central supply system will be used to
collect and supply LNG-IUS in the respective facilities for distribution.

Activities of the piloting will be implemented in three stages- i) training of Master Trainers (MTs) and
service providers, ii) provision of LNG-IUS services and iii) follow-up of LNG-IUS adopters and
evaluation. Ten IUD providers from five facilities will be trained for 5 days by the MTs on theoretical
and practical aspects of LNG-IUS, difference between copper IUD and LNG-IUS, insertion and
removal techniques, counseling, side effect/complication management, follow-up visits, infection
prevention, ethical issue including informed consent before insertion and removal, and use of any
job aids and client IEC materials. Ethical considerations in this study relate to protecting the
participants’ privacy and safety. The study team will exercise the utmost discretion while engaging in
data collection activities. All information that will be collected from the participants will be kept
confidential.

The evaluation components consist of collection of service uptakes, analysis of enrollment and
follow-up checklists, in-depth interviews with IUD providers, supervisors and facility mangers,
analysis of pre-post training tests and exit interviews/home interviews with LNG-IUS users. Real time
data collection will be conducted using tablet smartphone. In this mixed methods data collection,
triangulation of data will be done to understand each question and their relationships. The in-depth
interviews with IUD providers, facility managers and adopters will be conducted at 12" month post-
insertion. It is expected that a number of married women will be benefited by the methods, and the
discontinuation will be reduced, the DGFP would be interested to scale it at large. Therefore, the
results from the pilot program will assist DGFP to determine whether and how to include LNG-IUS
among its basket of method choices.
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Introduction: (Introduce the subject. Provide full background information. Cite
literatures that are specific to the topic of the research proposal. Information should be
completed to prove that the research proposal is based on a sound scientific footing).

Worldwide, intrauterine devices (IUDs) are the most widely used and effective reversible
contraceptive method and are safe, extremely “low maintenance” contraceptives. Approximately
159 million (17%) women use IUD worldwide as their contraceptive method in 2019.' (United
Nations 2019). However, among women who use contraception, the percentage that use IUD varies
greatly between continents/regions; from 1.8% in Oceania to 27.0% in Asia.! In Eastern and South-
Eastern Asia, IUD is the most common contraceptive method used (18.6%), followed by Western
Asia (9.5%).! IUD, which is popular method in many countries including some developed and
developing as well as in some Muslim countries (see below?), is one of the least preferred method in
Bangladesh.! IUD use in Bangladesh never soared beyond 2.2% among married women aged 15 to
49. However, while the overall modern contraceptive prevalence rate increased from 36.6% in 1993-
94 to 52 % in 2017, IUD use declined to 0.6%.> Bangladesh Family Planning program is considered
successful in terms of increased Contraceptive Prevalence Rate (CPR). However, the overall method
mix is heavily dependent on short acting methods which is almost 86 percent of all method users.?

The national family planning program has been trying to increase Long-Acting and Permanent
Methods (LAPM) uptakes through various program strategies including program driven adoption of
post-partum family planning. DGFP has a plan to increase long-acting and permanent methods to 20
percent from its current 9 percent of method mix and reduce discontinuation rate to 20 percent
from 37 percent by 2022.3 However, program faces many challenges particularly training on IUD
insertion and removal to increase IUD uptake. As identified elsewhere, lack of
information/misconceptions, provider’s attitudes, provider’s knowledge base, side effects, cultural
and religious reasons are responsible for this low uptake of IUD use.*® For example, in Bangladesh as
well as in some Muslim countries revealed that bleeding disturbances associated with IUD use
interfere with women's religious and social activities.> Lack of community awareness about the
benefit of the long-term contraception to have spacing and limiting the pregnancy amplifying the
problem even more.

Discontinuation rates of contraceptive methods are extremely high in Bangladesh and much higher
for temporary methods like condoms (45%), pills (42%), and injectables (34%) than for long-term
methods like implants (11%). Thirty-seven percent of users of a contraceptive method stop using the
method within 12 months of its adoption.? Disappointingly, almost half of the women discontinue
IUD use in the first year of its adoption.® There are various reasons why women discontinue 1UD use
in Bangladesh. The most common reasons cited are side effects, particularly excessive bleeding and
pain.”® Alam in his study suggests that while many women noted abnormal discharge, weakness and
fever to be the key side effects, these were not the key reasons for IUD removal. As stated in the
study findings that painful sex, vaginal discharge and general weakness were tolerated longer by
women than bleeding problems and/or abdominal pain before removing the IUD. The study also
noted that the majority of the discontinuers who had bleeding problem did not tolerate it for more
than a month before removing the IUD. This could be a critical time for follow-up, side-effect
management, couple counseling and reassurance which is missing in the program.’

Currently, wide variety of IUDs are available worldwide; some are inert, some are copper containing,
and some are medicated with levonorgestrel or indomethacin. Copper-T 380A IUD is being used in
the Bangladesh family planning program for decades. The LNG-IUS is one of the most effective forms

1 Sri Lanka (10.1%), Turkey (16.8%), Vietnam (36.3%), Syria (22.8%), Saudi Arab (4.3%), Qatar (10.7%), Kuwait (8.8%), Jordan (20.8%), Iran
(8.1%), Indonesia (4.4%), Egypt (30.1%), Pakistan (2.1%), Oman (2.7%), Nepal (1.4%), India (1.5%), Bhutan (3.7%), China (34.1%), Korea
(74.0%), Denmark (23.9%), France (21.5%), Germany (12.3%), United Kingdom (10.0%), and USA (11.3%).
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of reversible contraception with efficacy rates similar to subdermal implants and copper intrauterine
devices (IUDs).° The levonorgestrel-releasing intrauterine system(LNG-IUS) is a T-shaped 1UD
polyethylene device that is 32 mm long and 32 mm wide with a steroid reservoir containing 52 mg of
levonorgestrel that is released at an initial rate of 20 pg daily.’® It has important non-contraceptive
benefits including treatment for menorrhagia, endometriosis, and endometrial hyperplasia but is
currently not used at scale in any Family Planning 2020 focused country including Bangladesh.!! In
many countries, it is also approved for the treatment of idiopathic heavy menstrual bleeding, and in
fewer countries, for endometrial protection during hormone replacement therapy of menopausal
women.!? The LNG-IUS has also been used in combination with estrogen for hormone replacement
therapy and as an alternative to hysterectomy. Overall, the system/device is very well tolerated and
patient satisfaction is quite high when proper education regarding possible side effects is provided.
However, despite all of the obvious benefits of the LNG-IUS, utilization rates remain quite low in the
developed countries as well as developing countries.’! One of the reasons for such low use is the
high cost of the device and maladroit registration process.!

The LNG-IUS has been available in Europe since 1993 and the United States since 2000. It is
marketed under the name Mirena® (Bayer Schering Pharma, Berlin, Germany). The LNG-IUS was
approved by the US FDA in 2009 and was added to the WHO Essential Medicine List in 2015. The
Mirena® IUS is registered in more than 120 countries worldwide, distributed commercially by Bayer
Pharma. It provides highly effective contraception for up to five years (99.9%), with potential for
approval for up to seven years in the near future.’®> Hormone in the device acts like the natural
hormone progesterone and is widely used in other contraceptive methods, such as implants and oral
contraceptive pills.’® The mechanisms of action of the LNG-IUS are similar to that of levonorgestrel
implants or levonorgestrel-containing mini-pills, although it accomplishes these effects with much
lower peak serum levels than other progestin-containing contraceptives (0.1-0.4 ng/ml vs 1.7-15.2
ng/ml with combined and progestin-only oral contraceptives, respectively, and 5.4 ng/ml for
combined vaginal preparations).}* The levonorgestrel-containing contraceptives administered orally
or as an implant act mainly via their systemic (unbound) levonorgestrel exposure, whereas
levonorgestrel administered via an IUS is released directly into the uterine cavity, resulting in lower
systemic levonorgestrel concentrations.>1®

Figure 1 Levonorgestrel-releasing intrauterine system (LNG-IUS, Mirena-)
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suppresses endometrial proliferation (preventing decidualization of the stroma). This creates a
hostile environment for sperm survival, inhibiting motility and capacitation with the net effect
combining to prevent fertilization.’* The LNG-IUS also produces endometrial thinning with fragile
superficial vessels which, in the unlikely event of fertilization, may prevent implantation. The low
serum levels of absorbed progestin are below the threshold for inhibition of ovulation, so that most
women with the LNG-IUS continue to ovulate regularly.'*18

As a result of these various contraceptive actions, the efficacy rate of the LNG-IUS is high, with only
0.1% of women experiencing an unintended pregnancy within the first year of typical use. In four
clinical studies, representing more than 10,000 woman-years of use, the average Pearl Index (a
statistical estimation of the number of unintended pregnancies in 100 woman-years of exposure to a
contraceptive method) was 0.1.%°

As like as other IUDs, the use of LNG-IUS is contraindicated when one or more of the following
conditions exist:°
e Pregnancy or suspected pregnancy; cannot be used for post-coital contraception
e Congenital or acquired uterine anomaly including fibroids if they distort the uterine cavity
e Acute pelvic inflammatory disease or a history of pelvic inflammatory disease unless there
has been a subsequent intrauterine pregnancy
e Postpartum endometritis or infected abortion in the past 3 months
e Known or suspected uterine or cervical neoplasia
e Known or suspected breast cancer or other progestin-sensitive cancer, now or in the past
e Uterine bleeding of unknown etiology
e Untreated acute cervicitis or vaginitis, including bacterial vaginosis or other lower genital
tract infections until infection is controlled
e Acute liver disease or liver tumor (benign or malignant)
e Conditions associated with increased susceptibility to pelvic infections
e A previously inserted intrauterine device (IUD) that has not been removed
e Hypersensitivity to any component of this product

The following are the warning signs/adverse reactions and appropriate precautions should be taken
during the use of LNG-IUS.X® These warning signs and measures to be taken are not different than
other available IUDs:
e Ectopic pregnancy
e Intrauterine pregnancy
e Sepsis
e Pelvicinfection
e Irregular bleeding and amenorrhea
Perforation
Expulsion
Ovarian cysts
Breast cancer
e (linical considerations for use and removal
— Use LNG-IUS with caution after careful assessment if any of the following conditions
exist, and consider removal of the system if any of them arise during use:
= Coagulopathy or use of anticoagulants
= Migraine, focal migraine with asymmetrical visual loss or other symptoms indicating
transient cerebral ischemia
=  Exceptionally severe headache
=  Marked increase of blood pressure
= Severe arterial disease such as stroke or myocardial infarction
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- In addition, consider removing LNG-IUS if any of the following conditions arise during

use:

= Uterine or cervical malignancy

= Jaundice

= |f the threads are not visible or are significantly shortened, they may have broken or
retracted into the cervical canal or uterus. If LNG-IUS is displaced, remove it. A new
LNG-IUS may be inserted at that time or during the next menses if it is certain that
conception has not occurred. If LNG-IUS is in place with no evidence of perforation,
no intervention is indicated.

Objectives: (List the general and specific objectives of the proposed study and state
clearly the question that is being posed or the hypothesis being tested).

The general objective of the study is to assess acceptability and feasibility of introducing LNG-IUS in
the public sector facilities. The specific objectives of the study are to:
e introduce LNG-IUS in five high-volume health and FP facilities to understand feasibility,
satisfaction and acceptance of the method,;
e introduce LNG-IUS training within two DGFP training institutes to make them as resource
pool for training in future expansion;
e document the opportunities and challenges in introducing LNG-IUS in selected facilities.

Hypothesis
The hypothesis of the pilot study is that “if LNG-IUS is made available in the public system in addition
to the copper-T 380A IUD, more women will use the method compared to Copper-T 380A”.

Learning/research questions:
There are seven research questions as below to be explored in the study. Moving forward, answers
to these questions will help in strategizing how to expand in a larger scale.

1. Do eligible women accept LNG-IUS as their preferred method of contraception compared to
Copper-T 380A IUD?

2. What are the profile(s) of the clients who preferred to use LNG-IUS (e.g. clients segregated
by age, parity, postpartum women, post-abortion/MR clients)?

3. If LNG-IUS wasn’t available today what would the client have chosen?

4. What are the IUD health care providers’ perceptions about the device compared to the
regular copper-T 380A IUD?

5. What demand generation and provider training strategies would be required to overcome
potential barriers to uptake the LNG-IUS compared with other long-acting reversible
methods?

6. Is the training provided to service providers enough to insert, remove, counsel, manage side-
effects and follow-up LNG-IUS?

7. What are the opportunities and barriers of the LNG-IUS introduction in different types of
health service facilities in Bangladesh?

Rationale: (Describe the relevance of the proposed study to national health priorities
and relationship of the objectives to existing scientific knowledge on the subject. Cite
relevant literature and refer to related studies done in our country or elsewhere.)

Menstrual problems are perceived by Bangladeshi women as the second most common health
problems they experience.'® Yet the data regarding menstrual problems in this country are scarce,
and the few that are available are part of a larger study, such as the side effects of
contraceptives?®?22 and a few small-scale exploratory studies such as those by Blanchet (1984) and
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Mahbub and Ahmed (1997).22* Bangladeshi women suffer from menstrual problems such as
dysmenorrhea, menorrhagia, prolong bleeding, light and heavy bleeding during menstruation, and
irregular period and are constantly worried if they menstrual flow is not a “normal” amount.?>2% On
the other hand, irregularity in vaginal bleeding patterns is the most common clinical side effect
causing discontinuation of the method reported by the users of the newer contraceptive methods,
especially hormonal ones in Bangladesh as well as elsewhere.?” It is also reported that the women
having frequent or prolonged bleeding have discontinued the contraceptive method more often as
compared to those having delayed bleeding episodes or oligomenorrhoea.?” A safe and effective
alternative of these problems is the LNG-IUS which has both properties in preventing pregnancy for
5 years and at the same time, treatment of heavy menstrual bleeding for women who choose to use
intrauterine contraception as their method of contraception.?®

Directorate General of Family Planning (DGFP)/Ministry of Health and Family Welfare (MOHFW) is
mandated to provide basket of contraceptive methods to their clients as approved by the National
Technical Committee (NTC).?® These include short acting, long acting reversible, and permanent
methods. Clients are free to choose methods from the basket which they feel suitable for them. To
prevent unwanted pregnancies, under Health Population and Nutrition Sector Program, DGFP has
planned to increase method choices for the clients. In this regard new methods and technologies
would be piloted under two major service delivery operational plans: Clinical Contraceptive Services
Delivery Program (CCSDP) and Family Planning Field Services Delivery operational plans. While there
is nonhormonal copper IUD for 10 years is available in the system, its discontinuation rate is
frustrating - about 50% in the first year of its adoption. DGFP is looking forward for newer methods
which can be used for longer term with similar efficacy and at the same time decrease
discontinuation. In the 71 National technical Committee (NTC) meeting of DGFP piloting for LNG-
IUS has been approved in the national program proposed by the Line Director, CCSDP, DGFP.?° This
pilot study will demonstrate the feasibility of introducing LNG-IUS in the family planning program of
the MOHFW, train a core team of master trainers to provide training, and outline a path to expand
and roll out LNG-IUS more broadly. LNG-IUS will be offered as an interval method under this pilot
study. The results from the pilot program will greatly assist DGFP to determine whether and how to
include LNG-IUS among its package of method choices.

Methodology: (Describe the design of the study and methodology in sufficient detail to
enable assessment of how they will contribute towards achievement of the stated
objectives and to permit proper appraisal of the budget. Plan for data analysis should be
included if relevant and important. This section should contain details of the research
methods. Enough detail should be given to evaluate whether the methods are already
tested and feasible. The following scheme is suggested: Factors in study (variables),
Study design, Study Population, Sampling, Statistical basis of the sample size,
Procedures, Methods of Data Collection, Pretesting, Data Interpretation, Statistical
Analysis (Correlation, Significance Test, Coefficient of Variation, Evaluation Methods,
wherever applicable).

Methodology

Study design:

This is a prospective cohort study without any control group. This implementation science study will
be implemented in five selected facilities across the country for 18 months (March 1, 2020 to
February 28, 2022). Women will be recruited from women who comes for long-acting contraception
in the first six months by the IUD providers and continue to follow-up in the next 12 months at one-
month, 6" month and 12" month post-insertion. During recruitment, both copper-T 380A 1UD and
LNG-IUS will be offered to the women mentioning added advantage of treatment of heavy
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menstrual bleeding of LNG-IUS. Emphasis will be provided to those women who have idiopathic
menorrhagia. LNG-IUS will be offered as an interval method under this pilot.

Three facilities were selected at the district levels considering the increased number of IUD users
compared to other facilities and another two with facilities for training capacities in case the learning
experiences are scale up in larger areas of the country. The activities will be implemented in three
stages- i) training of Master Trainers (MTs) and service providers, ii) provision of LNG-IUS services
and iii) follow-up of LNG-IUS adopters and evaluation.

Training of master trainers and service providers

Pathfinder International will lead the training of Master Trainers (MT). Five trainers each from two
training institutions (total 10) will be trained on theoretical and practical aspects of LNG-IUS,
difference between copper IUD and LNG-IUS, insertion and removal techniques, counseling, side
effects/complications management, follow-up visits, infection prevention, ethical issues including
informed consent before insertion and removal, use of any job aids and client IEC materials, adult
training methodology, competency-based training of service providers and training evaluation.
Training for MT’s will be for two days. These MTs will be the resource pool for training of service
providers of the selected five facilities.

The service providers training will be for five days including practical sessions on model developed
by the ICA Foundation. It is to be noted that all these FWVs/midwives are experienced on inserting
and removing copper IUDs. The contents of the service providers’ training will be almost similar as
MT’s training except methodological issues and training evaluation. In case of positive results of the
training evaluation, these MTs could be utilized in future expansion as resource persons.

Provision of LNG-IUS services

In the first six months of service provision, all clients coming for intrauterine device for their method
of contraception will be offered to choose LNG-IUS or copper IUDs mentioning the added
advantages of treatment of idiopathic heavy menstrual bleeding by the LNG-IUS in addition to
preventing pregnancy. Particular emphasis will be provided to those women who are suffering from
heavy menstrual bleeding and resulted anemia. ICA foundation has donated 600 LNG-IUS for the
piloting and once these numbers are exhausted, the recruitment of client will be stopped. DGFP
central supply system will collect and supply LNG-IUS in the respective facilities for distribution. The
same national guidelines for IUD insertion, removal, counseling, infection prevention, side-
effects/complications management and follow-up will be followed for the LNG-IUS adopters.

It is planned to have FWVs, midwives and physicians offer the services as an interval method.
Pathfinder is introducing a mentorship program within its Shukhi Jibon project and this study will be
included in it. Mentors will provide ongoing guidance to the providers to complement the formal
supervision system with DGFP. Family Welfare Assistants (FWAs) will also be oriented on LNG-IUS, as
they will motivate clients at the community level.

Follow-up of LNG-IUS clients and evaluation

The same national guidelines for copper-T 380A IUD follow-up will be followed for LNG-IUS adopters.
The recommended follow-ups are around one month, 6" month and 12™ month. The LNG-IUS
adopters will be followed up to assess acceptance, convenience, comfort, satisfaction, side-
effects/complications and discontinuation. In the IUD card, FWV/midwives will mention the dates for
each follow-up. The national IUD card will be used with a sticker/seal as study participant for LNG-
IUS during enrollment.
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Each LNG-IUS adopter will receive a transportation Boucher of Tk.200 for each follow-up. This
amount will be reimbursed once the adopter shows up for follow-up visit. During each follow-up
visit, FWV/midwives will fill-up a pre-structure follow-up checklist. The checklist will contain
information on comfort/discomfort, status of menstruation, use convenience, side-
effects/complications, discontinuation or any other issues regarding the use of the method
(Annexure D4). This follow-up checklist is similar to the national IUD follow-up card with some added
study information. Monitoring the enrollment and follow-up will be conducted using real time data
collection using tablet smartphone.

The evaluation components consist of collection of service uptakes, analysis of enrollment and
follow-up checklists, in-depth interviews with IUD providers, supervisors/facility mangers, analysis of
pre-post training tests and in-depth exit interviews/home interviews with LNG-IUS adopters. The in-
depth interviews of service providers, facility managers and adopters will be conducted at 12t
month post-insertion.

Study population:

Married women of reproductive age (15-49) will be the primary population of the study while
service providers (FWVs/midwives, MO-MCH/MO-Clinics, and facility managers) will be the
secondary population.

Medical eligibility criteria:

The national guidelines for IUD eligibility will be followed for medical eligibility for LNG-IUS as well.
The IUS/device will be used as interval method not immediate. To be eligible for insertion, a woman
must be:

Inclusion criteria
e Married, age 15-49 years
e At least one living children
e Have decided to insert LNG-IUS as a method of contraception and meet the national criteria
for eligibility of this method of contraception
e Postpartum or post-abortion or breast feeding (only 4 weeks post-partum)
e Be willing to sign an informed consent document
e Be agree/able to return for follow-up visits

Exclusion criteria (women will be excluded from the study if):
e Age<15 years and >49 years
e Unmarried
e Not willing to sign an inform consent document
e Have dysfunctional uterine bleeding (DUB)
e Have cervical/endometrial/ovarian cancer
e Have fibroid uterus/abnormal uterus/2-3° uterine prolapse
e Have PID/STI (after treatment she can adopt)
e Immediate postpartum or post-abortion or breast feeding (can adopt 4 weeks post-partum)

Study setting:
The following facilities have been purposively selected to implement the study:

1. The Dhamrai Regional Training Center (RTC) in Dhaka with accompanying Dhamrai Upazila
Health Complex (UHC). According to DGFP Management Information System (MIS), on an
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average this facility performs 25-30 IUCDs per month. The RTC and UHC are well staffed,
well equipped, with high client volume. It is a model center for the Ministry.

2. The Mohammadpur Fertility Services and Training Center (MFTC), Dhaka includes a 200-bed
hospital that provides comprehensive SRH training and services in Dhaka. This facility
performs 85-90 IUCDs insertions per month.

3. Mymensingh Mother and Child Welfare Center (MCWC), which is a high-volume health
facility serving the poorest population of Mymensingh, provides between 22 to 25 IUCDs per
month.

4. Narsingdi Mother and Child Welfare Center (MCWC), a high-volume health facility serving
the poorest population of Narsingdi, performs between 32 and 35 IUCDs per month.

5. Lakshmipur Mother and Child Welfare Center (MCWC), which is a high-volume health facility
serving the poorest population of Lakshmipur, provides average 22 IUCDs per month.

Altogether, these five centers cater on an average 37-42 IUD clients per months. We are expecting
50 percent of these women would be interested to use LNG-IUS. Considering such number, about six
months will be needed to complete the enrollment of 600 clients.

Study management:

CCSDP of DGFP will initiate this pilot intervention with the implementation support from Pathfinder
International in Bangladesh/Shukhi Jibon and Population Council. CCSDP will be the Principal
Investigator (PI) of the study and responsible for submission of the proposal to the BMRC; facility
managers, service providers and fieldworkers engagement; ensure client enrollment and follow-ups
by service providers; provision of LNG-IUS services; ensure client enrollment and follow-up by IUD
providers; administrative support for processing LNG-IUS piloting permission from Directorate
General of Drug Administration (DGDA); support for custom clearance; monitoring and supervision;
conduct 3-monthly study progress review meeting as Chairperson; and Imprest fund management,
where applicable.

Pathfinder will be responsible for program implementation including training MTs and IUD providers;
adapt ICA training manual, job aids, IEC materials/translation; orientation of FWAs; ensure client
enrollment and follow-ups; monitor service provision; collect service statistics; assist in data analysis
and report writing; and dissemination of research findings. A research coordinator will be recruited
or assigned for full study period by ShuKhi Jibon. The full responsibility of research funding will go to
Shukhi Jibon/USAID. They will closely work with DGFP and Population Council. Pathfinder is
implementing a five-year (2018-2023) USAID-funded family planning project, Shukhi Jibon, providing
technical assistance to DGFP in strengthening provider skills and expanding access to contraceptive
services. Pathfinder International/Shukhi Jibon will use its platform of activities with DGFP to provide
required services. DGFP/Shukhi Jibon will also collaborate with ICA foundation for using the training
materials, job aids and inform consents. ICA foundation will support to introduce LNG-IUS training in
two DGFP training institutes through providing training materials and donating LNG-IUS devices.

The Population Council/Bangladesh will provide technical assistance in developing and finalizing
BMRC ethical protocol including study tools and consent forms/translation, technical support to the
trial team, evaluation activities including training data collectors and data collection, data
entry/management and analysis, report writing and assist the study team in jointly publish/share the
findings. The expenses for conduction of evaluation including data collection, data entry, data
analysis will be supported by Shukhi Jibon.
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Variables/study factors:
The independent variables of the study include:
e Age, parity, postpartum women, post-abortion clients, breast feeding women, contraceptive
users/non-users, status of menstruation, menorrhagia, prolonged vaginal bleeding, anemia
The dependent variable of the study includes:
e Use of LNG-IUS

Sample size estimation:

The sample size has been estimated using the following formula:
Null hypothesis

Hy: P =P,

Alternative hypothesis
Hy: P # Py (IUD used rate will be changed after offering LNG-I1US)

Type of hypothesis test
Two-tailed, non-directional. Sample size calculation formula for two-tailed test is:

.2
Ze; o Pp(l-Fy)
n=[7"" ; °] x def f

n= Estimated sample
Zay,= Z statistic for a level of confidence (for significance level of 2.5%, 7Z=2.24)

P,= Current IUD used rate, which is 0.6% (the 7, value 0.006)
E= Margin of error (We assume margin of error 1%)
Deff= Design effect

2
2.24./0.006(1-0.006)
n=| 2RO w2
0.01

n =599.25
nz 599

The total sample size will be 599 (round figure 600) with 97.5% confidence interval (2.5% significance
level) and with 1% margin of error. The LNG-IUS adopters proportionate to the total copper-T 380A
IUD adopters will be assigned to each of the five facilities.

Evaluation:

Pathfinder International/Shukhi Jibon will lead the implementation science and learning efforts in
order to respond to the learning questions supported by data. The evaluation components consist of
collection of service uptakes, analysis of enrollment and follow-up checklists, in-depth interviews
with IUD providers, supervisors/facility mangers, analysis of pre-post training tests and exit
interviews/home interviews with LNG-IUS adopters.

Mixed methods of data collection will be used, and triangulation of data will be done to understand
each question and their relationships. The learning approach will be framed using implementation
science and utilization-focused evaluation approaches as the focus is placed on understanding the
factors which influence how best to implement the intervention approaches for LNG-IUS. The Table
1 below depicts the specific indicators and data collection methods/data sources which will be
employed in the implementation since.
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Table 1: Data collection methods

Activity details Study Method |Location |Timing Sample size Inform |Tools

Learning/research questions |Population ofdata |of consent

collection |activity

1. Do eligible women Records of Extract Each From All 600 NA Enroliment
accept LNG-IUS as their LNG-IUS from IUD [facility beginning |adoptersin Checklist
preferred method of adopters client month selected 5 (Annexure 4)
contraception? register of facilities (600)

facility
Contraceptive |Checklist |Each From All NA Checklist (list
service facility  |beginning |contraceptive of methods)
statistics month clients
Sample of LNG-|In-depth  |Exit Around 30 randomly |Yes In-depth
IUS adopters |interviews |interview |18t selected LNG- interview
from user lists in month of |IUS adopters guide
facilities/ |study from 5 facilities (Annexure
homes (6x5)=30 D8)

2. What are the profile(s) of LNG-IUS Analysis of | At PC 7% month |All (600) LNG- |NA Enroliment
the clients who preferred to |adopters enrollmen |Office/Sh |of starting |IUS adopters Checklist
use LNG-IUS? t ukhi (Annexure 4)

checklists |Jibon

3.1f LNG-IUS wasn’t available |LNG-1US Analysis of |At PC 7" month |All 600 LNG- NA Enrollment
today what would the clients |adopters filled in Office/Sh |of starting |IUS adopters Checklist
have chosen? enrollmen |ukhi (Annexure 4)

t Jibon
checklists

4. What are the health care IUD service In-depth |Ateach |Around 10 FWVsand 5 |Yes In-depth
providers’ perceptions about |providers interviews |facility 18t MoMCH/MO- interview
the device compared to the month of |clinic/MO (15) guide
regular copper-T IUD 380A? study (Annexure 6)

5.What demand generation IUD service In-depth |Ateach |Around 10 FWVs, 5 Yes In-depth
and provider training providers, interviews |facility 18t MoMCH/MO- interview
strategies would be required |MoMCH and month of |clinic/MO and guide
to overcome potential facility study 5 facility (Annexure 6
barriers to uptake the LNG- |managers managers (20) and
IUS compared with other Annexure 7)
long-acting reversible
methods?

6.ls the training provided to |IUD service Pre and During |Atthe 10 FWVsand 5 [No Pre-post
service providers enough |Providers post training |beginning |MoMCH/MO- training
to insert, remove, training at clinic/MO questionnair
counsel, manage side- tests and [training clinic/MO (15) e (Annexure

training  |venue D9)
effects and follow-up luati
LNG-1US? evaluation

7.What are the opportunities |IUD service In-depth |At each |Around 10 FWVs, 5 Yes In-depth
and barriers of the LNG-IUS |providers, interviews |facility 18t MoMCH/MO- interview
introduction in different MoMCH/MO month of |clinic/MO and guide
types of health service clinic/MO and study 5 facility (Annexure 6
facilities? facility managers (20) and

managers Annexure 7)

Study outcomes

The following are the study outcomes:

e The probability of acceptance of LNG-IUS among women who want to use an intrauterine

method
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The probability of discontinuation during one-year of use and reasons for discontinuation
Level of user’s satisfaction and acceptance with LNG-IUS during one-year of use
Incidence of side-effects/complications over one-year of use

Annual probability of failure/pregnancy

e Effectiveness of training approach and barriers in using LNG-IUS

Measurement of outcomes

Measurement of acceptability and satisfaction

Acceptability will be measured based on continuation rates and reasons for discontinuation. It will
also be measured by responses to the acceptability questions during final in-depth interviews.
Research staff/IUD providers will ensure that all relevant acceptability information is documented on
the follow-up form and correctly gather during in-depth interviews. From the DGFP perspective, as a
requirement of acceptability trial, the DGFP is interested in understanding the users’ feelings and
experiences with LNG-IUS particularly reduction of heavy and prolonged menstrual bleeding as well
as other side effects and complications. Satisfaction questions will be added in the exit/home
interviews.

Measurement of side-effects and complication
All information related to side-effects and complications will be collected in the follow-up form or
unscheduled visits and documented.

Measurement of pregnancies

All study participants will be encouraged to return to the facility if they become or suspect that they
might be pregnant during the study period. A rapid urine pregnancy test (using pregnancy kits) will
be performed during scheduled or unscheduled visits only if clinically indicated, and essentially at
the final visit. Research staff will ensure that information on all study pregnancies is documented on
the follow-up checklist/or Pregnancy Outcome forms accordingly. Whenever possible, date of
conception will be estimated based on the available information (date of last menses, etc.).
Pregnancies diagnosed elsewhere (i.e., without confirmation in the study clinic) will not be
considered study pregnancies. Although IUD providers are skilled in assessing suspected pregnancy,
however, a Pregnancy Confirmation Checklist (PCC) will be supplied to them to be use during
enrollment and subsequently (Annexure 10).

Measurement of training approach

Pre-post-training tests will be conducted during the training with added questions on training
evaluation. In addition, IUD providers and facility managers will be interviewed to understand the
training approach and its effectiveness. This will be compiled and analyzed to assess the training
approach. In addition to IUD providers, facility mangers’ opinions/views of the opportunities and
barriers of the LNG-IUS introduction will be gathered and analyzed.

Study Instruments:

LNG-IUS adopter’s and follow-up checklists

Structured adopter’s checklist will be developed/given to retrieve the information from the client
registers of the facility or /to be filled in by the IUD providers. The checklist will contain information
such as age, parity, postpartum women, post-abortion clients, breastfeeding women, current
contraceptive users/nonusers, status of menstruation, menorrhagia, prolonged vaginal bleeding,
anemia, etc (Annexure D4). Similarly, a follow-up checklist will be developed to collect information
on the use, convenience, comfort, side-effects/complications, discontinuation, status of
menstruation and satisfaction (Annexure D5).

In-depth interview guidelines with service providers
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An interview guidelines will be developed with relevant thematic areas (the LNG-IUS, demand
generation, training, opportunities and barriers) for IUD providers (FWVs/midwives/nurse, Mo-
MCH/MO-Clinic/MO) to gather their views and opinions about the device compared to the regular
copper-T 380A IUD. Necessary probes will be employed to gather what, why, when, how including
other long- acting contraceptives used in Bangladesh (Annexure D6).

In-depth interview guidelines with facility managers

In-depth interview guidelines will be developed for the facility managers to understand the
opportunities and barriers of the approach (demand generation, training, opportunities, barriers).
Necessary probes will be employed to gather what, why, when, and how including other long acting
contraceptives used in Bangladesh (Annexure D7).

Guidelines for exist interviews/home interviews

An exist interview guides/home in-depth interview guides will be developed to gather client’s
perceptions and experiences with the LNG-IUS use. Client’s reasons for selection, comfort,
convenience, side-effects, menstrual status, complications or any issues regarding the use of the
method will be explored. Necessary probes will be employed to gather what, why, when, and how
around thematic areas. Question like, if LNG-IUS wasn’t available today what would the clients have
chosen, will also be examined (Annexure D8)? The sample of women will be selected randomly from
the full list of LNG-IUS and will be proportionate to the total sample of each facility.

Pre-post training tests and evaluation

A pre-posttests questionnaire will be developed and used during the training period. Post-test
questionnaire will include some evaluation questions around training approaches and resource
persons. The topics those will be covered during the training will be selected to choose questions
from those. This will be administered at the beginning and end of the training day.

Pregnancy Confirmation Checklist

A pregnancy confirmation checklist (PCC) will be developed and supplied to the IUD providers to use
before each enrollment. This PCC will be the part of each enroll participant, as confirmation has
done that the participant is not pregnant.

Compensation

To take part in the study, participants will not receive any incentives. This will be made clear during
the recruitment process. However, the participants will receive a “Transportation Boucher” of Tk.
200/ for each follow-up at 1-month, 3-month and 12™" month. Once they show-up in the follow-up
visit they will be reimbursed Tk. 200/ by the IUD providers against the “Transportation Boucher”.

Informed consent

Participation in the study is voluntary, and all participants can withdraw from the study at any time.
Informed consent will be obtained prior to the collection of information at enrolment and follow-up
interviews. The consent forms (Annexure D1, Annexure D2 and Annexure D3) will be read aloud to
the participants or they will themselves read the consent in local language, whereupon the
respondents will be asked if they agree to participate. Before the service providers record the
consent, the participants will be asked if they have any questions or concerns about the study, which
will be recorded by the IUD providers and signed by the participant. Written informed consent will
be requested from each client.

The Adult Consent Form (for participants who are 18 years or older at the time of the interview)
(Annexure D2) and the emancipated minor form (15-17 years who are married) (Annexure D3) will
describe the purpose of the study, procedures, alternative procedures or methods that could be
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utilized, duration of the study, confidentiality, compensation, whom to call in case of an emergency,
voluntary nature of participation, and potential risks and benefits of participation. Both Annexure D2
and Annexure D3 will also contain request for follow-up interviews’ consent at homes. Consent
forms will be kept in a locked cabinet at the study sites. AnnexureD1 is the inform consent for the in-
depth interview for the IUD providers and managers.

Data analysis and dissemination:

We will enroll a total of 600 women of reproductive age (15-49) in this study. Both qualitative and
guantitative data will be gathered. All information related to the main study outcomes will be
extracted from the IUD adopter’s registers, follow-up checklists, in-depth interviews with clients, IUD
providers, facility managers and pre-post-training tests and will be included in the final analysis.

Quantitative data analysis will be descriptive in nature. We will use measures of central tendency
and dispersion for continuous variables including means, medians, standard deviations and range
using MS Excel and Spss/STATA. Categorical data will be summarized with frequencies and
percentages and will be presented with frequency and bivariate tables. Where possible correlation
and significance tests will be performed and presented. Thematic analysis will be conducted with all
qualitative data using Atlas.ti or Nvivo software. Appropriate triangulation of findings will be done
during writing report.

The key dissemination product will be technical briefs, journal articles and presentation slides for
learning sharing. Pathfinder International will share the implementation learning with CCSDP, unit of
DGFP involving relevant partners and stakeholders, and USAID through workshop and detail report.
In addition, learning would be published in international/local journal to contribute to the global
knowledge of LNG IUS.

Utilization of Results: (Describe in brief how you perceive that the results from this
study may contribute to health development of the Country.)

Considering the progressively low use and high discontinuation rate of copper IUD due to various
reasons particularly menstrual bleeding problems, the findings of this study would be extremely
important to the DGFP. In addition, the service providers who were helpless during service provision
for controlling prolonged and heavy menstrual bleeding problems, may be happy to get a weapon to
fight against these problems. While a number of women in the country are being suffered from
heavy and prolong menstrual bleeding and simultaneously have unmet need for contraception and
become hopeless with repeated treatment and discontinue the copper IUD, would be satisfied with
the LNG-IUS availability.

Furthermore, anecdotal evidences suggest that Obs & Gyne specialists referred such patients to
have the device from overseas to avoid hysterectomy and they are deadly in favor of have it in the
market/system to be used. Making available this device will result a sharp decline of discontinuation
of a longer-acting method, increase client satisfaction, reduce economic loss and ultimately,
program will be benefited. Once the results prove that the Bangladeshi women are satisfied with the
device and accepted, there are enormous possibility that the device will be scaled up in the entire
country which will increase proportion of use of long-acting and reversible contraceptives. Hence,
the main users of the findings will be DGFP, NGO providers and Obs & Gyne specialists. At the end,
the clients will be benefited.

Facilities: (Resources, equipment, chemicals, subjects (human, animal) etc. required for
the study):
= Facilities Available:
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= Additional Facilities Required:

The activities under this study will be conducted at government facilities and all necessary logistics
are available there. LNG-IUS will be donated by ICA foundation to the DGFP.

Approval / Forwarding of the Head of Department / Institute / IRB.
The forwarding letter from the Director, CCSDP, DGFP is attached.

Flow Chart: (Describe sequence of tasks within time frame).

Flow chart of activities:
The first two months will be the preparatory phase for protocol writing, approval, preparing tools
and translations, training and set up facilities for service provision.

Study Activities Time frame by quarter

Ql Q2 Q3 Q4 Q5 Q6 Q7

a) Writing proposal and submission to
BMRC by DGFP (PC/Shukhi Jibon)

b) Getting approval from IRBs

c) Adapt ICA foundation training manual
and translation

d) Adapt ICA foundation job aids and client
educational materials and translation,
seal

e) Adapt inform consent form

f) Develop tools and translation (Checklists,
PCC)

g) Training of master trainers (MTs)

h) Training of service providers

i) Conducting pre-post training tests

j) Orientation of FWAs

k) Conduct project/study review meetings

I) Provision of LNG-IUS services and
enrollment using tablet

m) Monitoring service provision

n) Clients follow-ups

o) In-depth interview of IUD providers

p) In-depth interview of selected facility
managers

g) In-depth interview of LNG-IUS users

r) Collection of service statistics from
register

s) Collection of follow-up checklists using
tablets

t) Data entry, and data analysis

u) Report writing and journal articles

v) Dissemination of findings

Ethical Implications: (Think very carefully about possible ethical implications and put
views. Consult BMRC's Guidelines for Ethical Review of Projects involving Human
Subjects).

There are enough evidences on the clinical performance of the device elsewhere (Megan et al 2009)
and the copper IUD has been used in the Bangladesh program for decades including progesterone

SOP OF BMRC ETHICAL GUIDELINE Page |27




oral hormone pills. What is new of this device is the combination of this two and vaginal use. The
study wants to examine the programmatic process effectivity to improve the approach at scale. The
evidences will be used for improving our knowledge base and dissemination through seminar,
reports/briefs, and journal articles for the wider audiences.

The study will be conducted with married of women of reproductive age (15-49) which included
emancipated minors. In Bangladesh context, emancipated minors are considered as adult and are
legally permitted to provide her own consent to be participant of any study or to take their own
decision. However, a separate inform consent form for them will be developed and used in this
study in addition to the adult inform consent form for 18-49 years women (Annexure D3).

The primary ethical consideration for the study is the protection of individuals sensitive information
provided and safety. During the recruitment process, FWVs/midwives will ask participant questions
about their sociodemographic characteristics, menstrual and medical histories, as required by the
national guidelines. There are minimal risks to participants by disclosure of the above-mentioned
information. Participants’ identifying information will be collected for future monitoring and follow-
up and will be kept private (Annexure D1, Annexure D2 and Annexure D3). The risk of breach of
confidentiality of information, we will ensure that it does not happen. All investigators and research
staff involved in the study are committed to respect the ethical principles of clinical research and
they will be thoroughly trained on ethical issues. When results are disseminated through reports,
articles or presentations at meetings, data that can potentially identify participants will not be
presented.

During the service providers/managers’ interviews, the research assistant will ask the service
providers questions about their knowledge, attitudes, and practices about contraceptive use
particularly long-acting. There are minimal risks to participants by disclosure of the above-
mentioned information.

The women those who will be coming for intrauterine device to be used for longer protection
against pregnancy or refer by FWAs, the FWV/midwives will explain both the available intrauterine
methods and the study objectives and purposes of LNG-IUS availability. Then, she will invite women
to participate in the study. Those who agree to participate will provide written informed consent
(Annexure D2 and Annexure D3). Participants’ details will be written down by the FWVs/midwives
during this time in the IUD register or in a separate form/checklist (Annexure 4).

Participation in the study will be voluntary and participants can leave the study at any point in the
research process. The participants will also be informed that the research team has the right to end
your participation in the study at any time, with or without your consent, if you need a treatment
not allowed in this study (such as preexisting diseases, heart diseases, kidney diseases, liver diseases,
etc.); if you do not keep appointments or/and if the study is canceled.

Study participants may experience certain side effects like pain and menstrual disturbance including
minimal risk of pregnancy, expulsion, and perforation. However, all women participating in this
study will have to choose LNG-IUS use for contraception before they were invited to participate in
this prospective study. All these side-effects and complications will be addressed as recommended in
the national guidelines. We do not anticipate any social harm events in this study. However, we will
carefully monitor and act accordingly, if there is an unacceptable risk of social harm events resulting
from participation in our study.

Participating in the interview may not gain any benefit to the participants. However, the participants
may have certain benefits from accepting the methods. By using the device, they will be able to
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prevent pregnancy for five years, at the same time some women will be benefited by having
treatment for heavy and prolonged menstrual bleeding. In addition, the findings from this study will
generate additional knowledge on the clinical performance, satisfaction and acceptability of LNG-IUS
and benefit potential users of this method in the future. Participation in the study will not affect
fees, payment, billing, or reimbursement for any other services at the facilities.

Some participants may reveal specific reproductive health problems during examination at the
service provider’s rooms, which require treatment. In such cases, FWV will provide available
treatment and if needed, will refer these participants to the referral center for further care.
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ANNEXURE -D

INFORMED CONSENT FORM SHOULD BE WRITTEN IN

BENGALI & ENGLISH

Consent form shall be included:

Interviewer details.

Purpose of the Study.

Types of participation of the study respondents.

Duration, Procedures of the study and participant’s involvement.
Potential benefits.

Risks, hazards and discomforts.

Reimbursements.

Confidentiality.

Termination of study participation / Rights to withdraw from participation.
Name of the participant.

Signature/Thumb print of the participants.

Name of the witness.

Signature of the witness.

Name of the interviewer.

Signature of the interviewer.

In case of Minor Signature of the Parent / Legal Guardian.
Duplicate copy of Inform Consent shall be give to participant.
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ANNEXURE D

Informed Consent Forms
TwafRe AWC Ag
ANNEXURE D1:

Consent form for in-depth interview with service provider/facility manager
AR7MME 7: GTAMIF[/FI~WATWI wIke A 249

Good morning/afternoon. My name is . I work for DGFP, Ministry of Health and
Family Welfare/or an international non-profit organization, the Pathfinder International/Shukhi
Jibon. We are conducting a research to assess acceptability and feasibility of introducing LNG-IUS in
the public sector facilities. | would like you to take part in this research study. Before you make a
decision to participate, you should understand why the research is being conducted and what your
participation will involve. Please take the time to read [or to listen as | read] the following
information. Please ask me if there is anything that is not clear, or if you would like more
information. Of course, you may talk to others about the study if you wish. When all of your
qguestions have been answered and you feel that you understand this study, | will ask if you would
like to participate in the study, and if you agree, | will ask you to sign this form to show that you have
agreed.

@gs T/ AT A | i Ty WEEesh EEiee SEeane A, SRTEIeR
SORAIHRE/AR G/ 7 G TG FAR| SE TR TR LNG-1US 5ie] T S20Cioiel @ ABRye! A51303E &)
G NI TSP G2 NN S TS Sy Srieifoz) SiexiaZeeis File (RS SIes!, oI Qe 31 -0 201
(I AR 91 007 U2 O TeIIee 5 300 ACH) Sarg I T e [WEiie ©2 #igs (31 ww)| 7 S+ g 3ce =
AT 1 S ST S{TICH SR I N I O S22 FCI SCE [Geapi ey =M 7 51 ofqell STi(F 173
SICHE AN IR ILCS SATCI| TL S et 2 I YR Ted ZE G2 S @ I TiF A0 ARG, 9L
NI SRHZCR Gy S TS (FS TN 20F, IR I 92 TR S 2falb FFHa F409 7 23|

Purpose of the Study and Study Requirements
IR Ty @32 BRI Sl

Purpose of the study: The purpose of the study is to assess acceptability and feasibility of
introducing LNG-IUS in the public sector facilities.

This study is implemented by the Pathfinder International/Shukhi Jibon, in cooperation with the
Ministry of Health and Family Welfare. The United States Agency for International Development
(USAID) funds the study.

NI STHMT3 €3 NI STolT ZCET TRPR TZIRCH LNG-1US BT 319 Q2eICmoiret @ SeRyst [513 F03 (wll|

93 e, foferazf, F1%y TFER BTN FACR ARFIZGH ST/ G- @7 7o @32 United States

Agency for International Development (USAID) @3 SRt

Why have | been invited to take part? You have been invited to participate in this interview because
you have worked in one of the facilities targeted by this study and have provided the relevant
services. If you are interested, we will fully explain the study, and then ask you if you wish to
participate in the interview.

SN LA SFCATY TIICAT RCACR (FA? AR AT S T SR ST 2R PR SN=if (T T2 "
TG FACRA SR (12 FEemafer Wb MR @32 @3 766 (I A RN 2PBRE ORT 2= S0 SICRs| S 3
o8] 7, SIRCET 7jof ST SR FICR AT AT 7, G2 SR S2HICF Grespif F31 203 0 SN SeHaze 0o Gl

What will happen if | take part? If you agree to take part in the study, we will ask you to sign this
form indicating consent to take part in the interviews. We will then conduct a private interview, in
which you will be asked questions on your experience with IUD insertion and removal. These
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questions will help the research team to identify barriers to service provision and potential
improvements.
ST S &7 FACH & 20A? oA T @3 ST SN2t RO A7 2, SHICE @3 S| 7S Aiall FFe F90e <o 30
STFIRPICH SHER TR G| SHAT G AIBCSH AFIRPE (A 2(F, (AT ST HZICfGF 2RI 8 YT (FeiCa
wfoeer T fofe S 5y o w1 3031 W3 efafer GRT eamit T @92 T8Iy Safs Feitg w41 IR ©f s Fars s
Vel(F AR FLCEI

Your responsibilities are:

Read the consent form completely and ask any questions you may have. You should understand
what will happen to you if you agree to participate in the interview. You can ask questions about the
study, if you have.

Fulfill the responsibilities of participation as described on the consent form unless you decide to
discontinue your participation.

Not share or disclose the content of this interview, either with any other service providers or with
clients.

SR wifES:

S SRS Sl AN G2 AFFIRFIE SRPRT FICR AT (T 2 AR GO T AFRITE SH22 FICO TS
AR #{C FAFRPIE 77 & 2P 91 TOITO @HCS 51 20T ©F A 1| S ST HACE (I 2] AR FHC0
A

TS 2/ S SRR TG AT Iy AW A AFFIRFICH AT FACS T b

O3 AFFRIIER (P T G, (T R AR 5T RT Ao B O T 2P 9 1

How long will intervention and interview last? The intervention will last for 18 months. We hope
you remain a participant until the end of the intervention, but you are free to discontinue
participation at any time. The in-depth interview at the post-intervention periods will take
approximately 20-25 minutes to complete.

SICITAT AT STFFIRBIA ARCY FOHe STACAA HTATG RCA? 43 NI T4 FHCD b 7 T S0 S S P, 93
AT G ST A @ TeHazoIR RO AR, G AR (TN T (e Sexlaz (AF ST F900
“ACa &Sl AwIRSIH e 20-2¢ WG 773 el

We will contact you again: As part of the sponsor's monitoring program, you must acknowledge the
possibility that an interview may be requested by a representative of the sponsor of the trial or by
Pathfinder International/Shukhi Jibon staff to determine whether informed consent was given. If an
interview is requested, then you will have the option of accepting/declining the interview. In
addition, national and international regulatory agencies may request access to the confidential

records of your participation, but your identity will remain confidential.
ST AT AL ST CISNCIA FACS Alfde 92 T AR G AL T e R opesiaens

AR =R ARFEGH SHRAFE/TR G @7 FH SR PR FICZ SPCS AT G & (T 93 T42w Fooal
SR FROCS (93T 2CARC! et I SNGT OC FAFFIOFI (ST 1 (WS ST T f[TS7 T4 IRITTS TSI @2
SIBETOF (TG AT S SHZCI COARIT GRS (ATS S FIC AR, g FT =419 ARG (oA ARpCa

Discomforts and Risks

PIfadt @32 i<

What are the risks of the study? We are going to ask you to talk about your work experiences.
Although these questions are not intended to be offensive, please remember, you do not have to
respond to any question that makes you uncomfortable. It is completely fine if you decide not to
answer any question or choose not to participate in the interview entirely. Just tell me if you prefer
not to answer and we’ll move on to the next question. If you are not at all interested in participating
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in the study, we will not push for any departmental action, nor will it affect your annual performance

report.
Q AN JF T2 S S 3 Sfoeas! R SEE- FARM I (@ 2 o IR w89 [ 28 9@ O 7]

ATHT TGF (TR MRS 13 A 37 (17 TS I 57 AFRFF (T 2ATIG T =] FCI OIS (FI ST (31 SN2
Teq fMTo BRIl Of TICes SR O 517! A0 BTeT K1 S I P83 SIaaIT Se¥iazs 0T A 5, SN @ Gy
AR (I [TSINT T 824 A0S I =, I I G I AR A== FICT RS (i o) (T3 i

As a participant in this study, you may find the time and effort required for this interview to be a
minor inconvenience. Another risk is the possibility of a breach of confidentiality information. This
means the possibility that something that you say might be accidentally shared with others.
However, let me assure you that we will make every effort to ensure that there will be no breach of
confidentiality, but this possibility cannot be ruled out.

93 SR GG SLHLIFIRT RO, W41 g T 8 IS SR 0T M| SESH F 20 SR SR Az
SR RN 2R GF g R 3 S JeTR ©f Sfriaee: Sy 0o (R 120 PR T2 @, S [ ve
A (T, ST IARI (5B AT (I (NPT O 1 2, 77 ASRAIG 959 A (R [0 1)

Benefits

et

What are the benefits of participating? There are no direct benefits to you for your participation in
the interview. Your participation, experiences and opinions will be useful in developing strategies for
introducing LNG IUS in the public facilities. In addition, data gathered from the study will be used to
provide programmatic recommendations to help service providers and the DGFP, Ministry of Health
and Family Welfare for better programing in the future. Thus, your participation will benefit your
community.

SRMERCN AT 2 SRR I ARSI SRR SAR (S 20T FAR4T (3] A 2oz, Sfoees! ¢ Tole
fCfeazf, Framgemee He F-ee@ LNG 1US bief 3919 Ao &eaee A2y F9C31 G2IBle @ 9Tl (A 29|29
Tollg SRACS GRI ZMNFIRACH &) SIeT CellallS SRRCeT Gel) F5) NFARRICE AR T TS, SAE SLHlefze] Sefaley

TP 2

By participating in the study, you will benefit from the trainings, which will improve your knowledge
and skills/practices about LNG IUS. You will be able to apply this knowledge and skill in your
professional field.

93 SRR S2H1erRel S0 S 2fffpe I N THFS 20, IS A IF 932 LNG [US TS w5rol/bhie THfo 2|
A SR (AT (LT 93 W 932 ST AT FHCS AR

Confidentiality
ottt

Will my participation in the study be kept confidential? Your participation in the study will be kept
confidential. The information collected during the interviews will be kept private. No one will be told
that you have participated in the study. We will not share any of the information you provide with
any other participants or anyone in the community. The study team will make every effort to
protect your privacy and maintain the confidentiality of all the information you provide or record
keeping. Your name or other identifiers will not be included in the study reports. Data will not
contain your personal name or any other identifying information. Consent forms will be kept in a
locked cabin. All data collected will be stored in a locked location at the Pathfinder
international/Shukhi Jibon office dedicated to this study that only the study team can access.

SICITAT SN SR 3 oA ATAT RCI? TN SN SLAIRe (ANl A1 0| FHAFFTOPIC FRIS L oMl A1
20| PIGCF GG 2T (T A @3 AT A2 FCACRA| AN (AT OB Syl SHZeFIA T Sy PICIT A
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CHRT 1 20 111 ST Mo SR G2 ST (TRl et ©27 1 (PG (U0 9[RS ST ColIPIAITS! et A1 &y TITI)
(OB TR ST RCAICE 713 2T Syiety AAIG I 92 (PG Fl 20 M1 S @0 J1N 1 Sy (F Fef @l O
TG AP 11 TS T G ST (PR 4 01 G AT F2oRNS Fe] TG ARFIRSH T/ FA G
9T SRFCT G ST BIC HE T 20 (LT ST A Ve 2T FIC AR

Voluntariness

KCHa )|

What are my rights as a research participant/subject? Your participation in this study is completely
voluntary. If you decide not to participate, you will not lose any existing benefits from this facility or
others to which you are entitled. If you agree to participate in this study, you may end your
participation at any time without penalty. If you decide to take part, you are free to skip any
guestions. You are free to withdraw at any time without affecting your relationship with the study
team or your supervisor.

AT SLHARNFIA RO ST A4S & &2 93 SR SR S*laizel F7S1T @fves| S fit erexiaize =1
TR Pralg (W, OR0E U3 CRIHES SNoHR R 2=y AR (AF SN IR 23 11 92 SR SRIEZ0E &)
SIS FCA, S [T #TS (F CRICAT T S SRS I7 A MCS AR A A 93 TN Siexia2e F0 P (7=
0 (T (P 2 BT TR 2[5 FTS SRR AR A 2SI I CTTF WCE AN AR TN TS 2BI3
C (I T 93 AT CACE AP TR FACS 2]

May | change my mind? Yes. A researcher will tell you of any information learned during the course
of the study that might cause you to change your mind about participating.

The research team has the right to end your participation in the study at any time, with or without
your consent, for any of the following reasons:
If you have not performed the assigned job as planned; or If the study is canceled.

ST & S o 7S FA0 NI T, TN Sol T ARG SIS AR | ST G AT AF G LT
AN TS (F ARION FACO AT 9T AT I Ml

RS (7 (P PR, IR AT AT 7o ST TS I SPFATS TS S TLHEZ TN FAF HLFIF ICACR3
Syl SAfiaaT SRR e wier o wese; o=t 3 el afos w23

Additional Information
Tfefae oy

What will | receive for participating? You will not receive any money for your participation in this

study.
SN SLHYZCAT T [F SANAIN? 93 ST SHADCET G SAICE (P o 29I 541 2 I

What will happen to the results of the research study? The results of the study will be discussed
and publicly shared in a variety of settings, including local and international meetings, conferences,
and publications. However, none of the results shared with internal or external audiences will
include any information that could identify individual participants or localities.

A% SNIINT TS M [F FAl A2 NN T TOIN @ TGO AT I FACHAAC G2 ASRRICS (SIACeT) oAt
91 203 992 GPTRCS ST T 2031 OCF (i e SSI@1 ST BT (RS AL AANSICF (<R 41 203 AT A0S
SHZORFIRICHT AT a1 ol vl T

Who has reviewed the study for ethical issues? This study has been reviewed by the Bangladesh
Medical Research Council (BMRC).
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NFTNE (o RTTST (@ SITABA FCACRA? 93 TN JREHH CHGCe 7716 FISHET (R gt #fifcetv=
91 2CACR

What if | need more information? If you have any other questions, please contact the researchers
who will do their best to answer your questions. Please contact the Pathfinder International/Shukhi
libon’s investigator Mr. Liaquat Ali tel no: 01711354106. If s/he cannot be reached you may contact
Dr. Marufa tel no: 01710830770

GIfqF ©AT ATAT 0T SN FANNT (2 I S Sy (I 2 A, SIZCE oA RTFHR 2 FACS A TR A
AT ToF MCO ©IME ARG (5B IAEI A W oRiee Sie ARFIECH FORNHENE/A GR, Gl =

01711354106 €32 TNF SRS Big IF, (BT 5: 01710830770 (3 (TN FAC9 A

What if there is a problem? Any complaint about the way you have been treated during the study or
any possible harm you might suffer will be addressed. Please contact Bangladesh Medical Research
Council (BMRC) at 8811395/8828396.

T AP W IR F FIANA? AFRIIE AT A5 AL F 395 S5 T4 2CACR @ FHIF SR SRSy e
R (NG ZCI| A (AT FICD AT 1T (AT KA SIS, (RGN (T 0% b ddOSEbbOSY |

Do you have any questions? Yes/No If yes, note questions.
IR & I 2 SieR? AT 7 1 27, 2 g

Participant’s Statement:

“I have read or it has been read aloud to me the above considerations regarding my participation. |
have been given an opportunity to ask any questions | may have, and all such questions or inquiries
have been answered to my satisfaction.

| further understand that my records will be kept confidential and that | may withdraw from this
study at any time.

| understand that my participation in this study is voluntary. My withdrawal from this study or my
refusal to participate will in no way affect my job.

| have been informed orally and in writing of whom to contact in case of any query. | agree to
participate in this study as a volunteer subject."

Your name:

Date Signature of Participant/thump impression

Wﬂﬁmﬁaﬁz

“93 IR THAHEERS FIFPTR O Aah SN AT 91 SR AN G THFCF AT NI ZCACR| SANF (T (T 2
feres g Ciol @92 AT TS AT IGAFSICI (AT 2CICR]

I HFe NS (AR (T AR FRESTR CANTST IS A1 70 @72 S (T (FICAT 7T S S22 2OJIRR FACS
AR |

I JACS (AR (T 93 IR S S*12e CFRRIATHTS | 9% 9Tl (U0 AN 2SI T AR SR SRS (e
I I GRS el F403 I

(T (IR ST (3T 2T TR TIC (I FICS 20 O SACE 07 FCACR SN (TR @ A Se¥iafzeel 7o vz

ClER HZEIIAN I/ e 1ot
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Investigator's statement: “I, the undersigned, have explained to the participants in a language
he/she understands the nature and extent of the planned research, procedures to be followed in the
study, the potential risks and benefits involved, and confidentiality of personal information."

Name of person obtaining consent:

Date Signature of Investigator

SpEREIAE [Agfe: “Sfi REgrrae), Seagel Ao A 9 ORI, SxeiFRcE sfisfEe s g9,
NIFE TR 2af, TR i @ TiFe APz, 932 @IS S NNt SelFse FCo T SR
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ANNEXURE D2
Adult inform Consent Form for women with 18-49 years
ARMET 4: AI3ax IRT™MI (sv-8>) WIfre FAwAfosq

Good morning/afternoon. My name is . | work for DGFP, Ministry of Health and
Family Welfare/or an international non-profit organization, the Pathfinder International/Shukhi
Jibon. We are conducting a research to assess acceptability and feasibility of introducing
contraceptive LNG-IUS in the public sector facilities. | would like you to take part in this research
study. Before you make a decision to participate, you should understand why the research is being
done and what your participation will involve. Please take the time to read [or to listen as | read] the
following information. Please ask me if there is anything that is not clear, or if you would like more
information. Of course, you may talk to others about the study if you wish. When all of your
guestions have been answered and you feel that you understand this study, | will ask if you would
like to participate in the study, and if you agree, | will ask you to sign this form to show that you
have agreed.

WS TR/ SNE AN | O Ty WEEmesh aEEiioe SEeaae A, SRTseR
SORAIHIE/R SR GF & TG FR| ST IR T GORLS SriiwACT LNG-IUS 2BIC1 bIe] FR19 SI2eciafgeT
@ STRYST THIZCIT &) GFh AIEIT TR S @3 AMFIAT S NS Sea Sriwifeg) Spexiazee Frarg (Fems S,
AP QIHCS B T JACS B (el AT B 2007 G2 IF FIe (6 209 201 Sejerg S 7 (e (Hfeiiie w2l g
(A ) | A7 [P JACS A AT T (I Gy ST O 2ITAG 27 O SR S ST Erea1 wee| Sifa 307 FACET
TRTE AR ST SR A PN 0O ACE | T2 SR e 2 1 Ge0oid T8 (e 20T G @ SN A E
JACS 2RI, L S 9 NI SLHERCA Gy ferealit S 209 932 SA 3 Se*e2 ek Gy 7S 2l B, 2T
ST 12 SRZ© T “af ¥ 909 397 2

Purpose of the Study and Study Requirements
ACITNF ST AT @ TIAF MG 1T

Purpose of the study: The purpose of the study is to assess acceptability and feasibility of
introducing contraceptive LNG-IUS in the public sector facilities. This study is implemented by the
Pathfinder Internation/Shukhi Jibon, in cooperation with the Ministry of Health and Family Welfare.
The United States Agency for International Development (USAID) funds the study.

NCITA STHHT U2 IR ST ZCPR AR TR GBS SN33S(6 AGCO b1 ST JCH) G=maceid LNG-1US 5] S
SROCITST @ TYRTS! B3 FCH (il @2 oIl FEferawf), Frgy FHerer ACIITN IR ARTIECR THRATHE/ Gl

93 eIy @ae United States Agency for International Development (USAID) @3 =i

Why have | been invited to take part? You have been invited to participate in this study because
you live in this area and sought family planning service from this facility, which we selected for the
study purpose. If you are interested, we will fully explain the study, and then ask you if you wish to

participate.
HIAICE SLHARCA SCAN TIICAT FCHCR (P2 AN ST S 00 S F1 2CACR T il 93 Geiiwra i,

LI AR AR T 0D G002 98 GG SIS SR Sy 91212 SRl S 3 Sl 2, OrgeeT sspef sieael
AT R FC JHCAT 20, G SRR ST ereai vt 203 3 SiiAf weferge) w09 bl

What will happen if | take part? If you agree to take part in the study, we will ask you to sign this
form indicating your informed consent. We will then enroll you in the study for one and half years
and collect information on address, telephone number, age, education, number of child, pregnancy
status, medical and surgical history, drug history to will assess your health conditions. In a private
interview at the end of one year, we will ask questions regarding your perceptions, attitudes, and
experiences using the method. According to national protocol, you will be asked to come back at the
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facility around one-month, 6™ month and 12" months for follow-ups. If you agree to take part in the

study, we will ask you to sign this form.
TS Sre*aR FAE & A2 A T 92 IR S TS TR 2, O3 SAHICE 92 SRS FfoAal TR I3 T

TS 2031 SIFAE SPANICE ST (6 IR0 (9 I24 2 TPY) &) TR0 S@@@ TN G2 ST F1EY SR FRCA Gy
oI B, 15, fRrwt, e s1ee, srSreg), Bieestr @ Sraeivte 3oz, @9y agtaa 32T Topift Meag 41 21 OF T
(Y O3 ABCSE AFFRIE @3 AT ST 93 AGH IR TAE HANR oo, NASR, 932 SeTo! TS o Fl
20| GO ST S SHCE S ACH TN, b FER A @32 DS ACOH NI TG Gy SIPICS el 2031 AR
SNTIFAT SRHZC S 20 HPHICF SR2© Ffo=falh T I 71 MCo 97 23|

Your responsibilities are to:

Read the consent form completely and ask any questions you may have. You should understand
what will happen to you if you agree to participate in the study. Fulfill the responsibilities of
participation as described on the consent form unless you are discontinued participation.

Show up for any regular follow-up visit. Continue as a participant up to 12 months.

Do not share or disclose the content of this study with any other service providers or clients.

A wiftry:

S2fef STAG2IA 2T I W G2 SR (T 2% AR [Geadif F56w| AFFRFICH L2 FACO TS MCeT =7 [F [ 200
A ©f JACS 3CF| TS o SHiezeFRe nTg oA T4 I F AEET SHeRe FACS W1 b1 (T (P e
TSI SFTCS 201 DS TPY A TR L2 HITC (A0S 201 TN (P RIW TG S CRT 2ipisig fpeat ot
AROPIN G 21T (CoFII) 1 A Al

How long will the intervention last? The intervention will last 18 months. You are enrolled as
participant of the study for 12 months. At the beginning the enrolment assessment will take 20-25
minutes to complete in addition to the LNG-IUS insertion. During the follow-ups and at the end of
12" month, follow-up assessment and the interview will take 15-25 minutes to complete.

NI A STFFIRPIF QR0 FOH ACTF ATHGH 22 93 SN 7 FICS b [ AT AN SANNS SLHef2efpiat
RO 3 FOR & MR J& AR @I $FCO OfFefes 613 O FI00 20-3¢ FfG @&, LNG-IUS #ieTT
ST | TN AFRIIF G2 AR (AT TS APFRIT (AT FACS 5¢-3¢ G o031 #1911

We will contact you again: As part of the sponsor's monitoring program, you need to acknowledge
the possibility that an interview may be requested by a representative of the sponsor of the trial or
by the Pathfinder International/Shukhi Jibon staff to determine whether informed consent was
given. If an interview is requested, then you will have the option of accepting/declining the
interview. In addition, national and international regulatory agencies may request access to medical
or other confidential records, but your identity will remain confidential. The research team will

collect your personal identifying information including telephone number to follow you up.
ST AR AT AL CISCIA FACS Alfde 92 T AR G AL o i R opesiaes

AT ST ARTFITTR THFTHAER SR @3 FRE SR PR FI0Z SIS AT SR S (T 93 SRZo fo=fals
SR TAOCS (S MR el I ST OC AFFTOBI (NS AT (S S T (67 101 GBS SIS @2
TBGIST (FBEHR QTS SR SHAZCEF AN I (GF (@FFG (90 SRR FICO M1, G TR A7 “Afma
Colt=i AP ST TIGCH AN P SN G SN2 (I AR SIy FeA TSI ©= 7287 41 2

Discomforts and Risks

SPIfadt @32 JfFTR:

What are the risks of the study? There are some risks associated with the insertion
procedures/participation of an IUD such as perforation, infection and expulsion in addition to
chances of contraceptive failure. Most women will not have any problems using an LNG-IUS (like
IUD). LNG IUS is 99.9 percent effective. However, as the service providers will be thoroughly trained
on the subjects and improving skills, we hope provider will efficiently insert the LNG-IUS. Post-
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insertion side-effects and complication management is available in all public facilities. In the event of
any side effect/complications, you will be provided treatment and/or transferred to the referral
facility for proper care.

We are going to ask you to talk about your experiences in the interview. Although these questions
are not intended to be offensive, please remember, you do not have to respond to any question that
makes you uncomfortable. It is completely fine if you decide not to answer any question or choose
not to participate in the interview entirely. Just tell me if you prefer not to answer and we’ll move on
to the next question. If you are not at all interested in participating in the study, you are free to
decline, and this will not affect what any benefit you are entitled from the facility.

As a participant in this study, you may find the time and effort required for this interview to be a
minor inconvenience. Another risk is the possibility of a breach of confidentiality information. This
means the possibility that something that you say might be accidentally shared with others.
However, let me assure you that we will make every effort to ensure that there will be no breach of
confidentiality, but this possibility cannot be ruled out.

Q ATIN JF 2 03 AT A23T(T ARz g I AR (T Toly Gy 29T, 3T 932 W336G
327 20T TN T S1aoF SIS SR Sdpiest AT LNG 1US IR (i ISPt 29 11 (|f338fT wcoh)l LNG
IUS 5.5 ARGTS PRG0S ST iz (R @ A0 7! Jag Gy ORI eMaeiRIeDs TSl e w3l 208
OIS 93 REAete SRS TR A ORI IR F900 4[| LNG 1US 7SI =RS! < afsfear ¢ wberor
JREZIT AT FIFIR ZIASIETS SR 77 (i sAretfofeaaBberor (2l (n7, Siwice FfbfRees (@l 201 G9e/SI=MT (AT (Plm
AT 21 R TS BfFAT &y

PRI ST S S SES! (T SCEAD SR I (FI 2% F2NE FIZ SR BRI A 2 909 (37 74 A3 Ted (MeTF
TEPH 121 S A (P T@H AT TNl AT (A 2T T | FC OICOS (I SHRET (731 Wi Tat T bicsesy
1 O SIS SINET O ST ST BCeT T S T FBE T SH2Z FICO 1 B, SR (P ST 13, @32 @3
ey S 9 (PR (I LAY (A 36T 203 Al

93 ST GFGr LRI RN, ST 6 7 @ SIS St 209 2| SCslh I 20T A= SR Caltziast
SR MBI =R @ [Py [T 3l Sl 0" ©F SERRAS: SR A (R 3 20 PR W3 (2R, Sif R
TG (T, SIS FARTL (58T FT (I ColPATS! O =1 27, @ ASRAIT 9 A% (8 A7 1)

Benefits

AR

What are the benefits of participating? Participating in the interview may not gain any benefit to
you. However, you may have certain benefits from accepting the LNG-IUS as a contraceptive
method. By using the device, you will be able to prevent pregnancy for five years, at the same time
some women will be benefited by having treatment for heavy and prolonged menstrual bleeding. In
addition, the findings from this study will generate additional knowledge on the clinical performance
and acceptability of LNG-IUS and benefit potential users of this method in the future. Additionally,
through our follow ups with you, you will receive any immediate attention or referral services for
any side-effects/complications.

In addition, your participation, experiences, and opinions will be useful in developing strategies for
service providers to provide LNG-IUS services in the country. You may find an indirect benefit in
knowing that you have participated in an important study that could help others in the future. Data
gathered from the study will be used to provide programmatic recommendations to the DGFP for
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better programing in future for women who need LNG-IUS. Thus, your participation will benefit your
community.

SLHERCNA ARAISTAT [F2 FAFFRFICI SH22 FCI FANR (T ARl 18 200 AR g, LNG-1US IR2[ IR SomaeR
ST ANST A1 GBT A2 I ¢ IR TSHI (4 B AR S2RS (13 7 F2eAng DiFRAR HfRet 203 0w WS pe 7@
A 1 AR AP = AT ARGS9 ST (AR (F 1T T3] 932 2% o7 AN TP BN Tl SIS A TGHRY
AFONF SRS AR MR (=TI HFNF AL FCERCH AR T oA oAfSfF @ Giberor el (o SFFeRe
ACATCIIE! T (TP R AT

GRS, IR SRHED, HO®S! 32 SIS (AT CRIZANFRAWI LNG [US I, A= 2@ity @ S SepRee ARy
TN AR SO THFS 20O A 3 (B0 (T S G glef sITFa Siexialza a0 A SRACS o=y J2eT0ne
AR FAEN @ AT (A RN TS SRS Gl ZMRFRIcas LNG 1US & i (2lali S-Reed ey feferaz =
SRR TR TSI, ST S22 G5 ST 3|

Confidentiality
ottt

Will my participation in the study be kept confidential? The information that is collected during the
enrolment and interview will be kept private. No one will be told that you have participated in the
study. The study team will make every effort to protect your privacy and maintain the confidentiality
of all the information you provide. Your name or other identifiers will not be included in reports
from this study. Data will be stored in a password-protected computer in the Pathfinder
International/Shukhi Jibon, Dhaka office. Only researchers dedicated to this study can access the
data.

ST STINIF SR CHIAT AT I B2 ST TS FFIER O AT G2 ARSI ol AT 2031 FISC
QNG FCRAT (T A 93 I ST FCACZA| SN WCET TGN A (AT 61 IR Gy @32 SN2 (T
T R A ST T (FRG (AF 29O S ColIPINITST @i T &y TARTIG (53T Pl 201 S A1 A S (I
HIE e 2 oI {oE Srard 20T A S HARFITSE THHETR GG @1 bRl SR SAPeAns R
FATHIR ST 91 20 ST 3 IR A ST (ATS AR

Voluntariness

KICHa )|

What are my rights as a research participant/subject? Your participation in this study is completely
voluntary. If you decide not to participate, you will not lose any existing benefits from this facility or
others to which you are entitled. If you agree to participate in this study, you may end your
participation at any time without penalty or loss of existing benefits to which you are entitled. If you
decide to take part, you are free to skip any questions. You are free to withdraw at any time without
affecting your relationship with the service providers or study team.

NI SRAANFIA RGO S SR & 2 93 ool Siom iexiaze s=efeiy g e af Siexiarge 71
AR PTaIE (< 120 93 CRICHCET SR R 2ii7) FReiace 2re o= ARew 20 il 93 S SR &
S A, A R *TS (T (FICAT AT AT 2o 7 P TS AR A 1 (3 @i siesiazet 3219 Fai® (7=,
O AR (T (P 2T S ST TR 7l FRITST TCACR] ACTTF WCER AL S T SO RIGI13 ( (I ;T @3
ST (AP [IGCF AOTRE FHCO SR

May | change my mind? Yes. A researcher will tell you of any information learned during the course
of the study that might cause you to change your mind about taking part in the study.
I F =T T Sif7aST Fa00 AN T, TN SR TS SATET A0 AR | ST SAPIA AT IS 9T

HFICF (7 7P O 0 M (TRTAN @ FLHAZA SR TOCF A FC© AH
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The research team has the right to end your participation in the study at any time, with or without
your consent, for any of the following reasons:
If you have an adverse reaction or side effect to LNG-IUS;
If you need a treatment not allowed in this study;
If you do not keep appointments;
If you do not continue LNG-IUS; or
If the study is canceled.
f=fefs (7 (P FIRC, CICRIC ST 9Tl W SR AN I SPIAOCS H2AIF SHaz TN FAIF SAPE TCACR:
o LNG-IUS TR SR (Pl Rt 3t #if aifsferar ot e,
o IR & MIFIR ARPE (T HRFT 2ftame= 20eT,
o SIATTBING TS T AR
e LNG-IUS Bifercz =1 ¢oceT,

o S IS 41 3¢

The participants will be readout the following statement:

“l also understand that the Principal Investigator may require me to withdraw from the study if, in
his/her medical judgment, it is in the best interest of my health or if it becomes impossible for me to
follow the experimental procedure of this study. If this is necessary, | will not receive compensation
for all aspects of the study in which | have participated."”

e (RS SeeaZe IR 2T (I 2033

< WS A #H1R MR (X, JoT PR AW b, Sf HFFRA {51 (NS S @ ST (TP [0 TS AT, b
20O A S FICFE I8 TN SN A S S0 93 A AT 2afo Sepreel 41 769 71 271 A0 97 TS 23,
OCI SIS (i Fwfosfarel “Aeat A «

Additional Information

Hfefae oy

Are there alternatives? Yes, there known alternative such as copper IUD but do not work for heavy

menstrual bleeding. Please discuss your health problems or concerns with your health care provider.
q fofFesTa @ lieg @it 2 i, «3 [Reg 0% T9IF 13300, 5@ SfoRe I& IR G I FCI 1l AR A=

FIET T T (TN SCEal ARFCH O (T Rt eI AL A S|

What will I receive for participating? You will not receive any money for your participation in this
study, except the cost for transportation for follow-up visit(s) and referral. The following statement
will be read out to the participants:

“I understand that | will be paid exclusively for travel for follow-up visit(s) or referral with my
participation in this study. | will receive taka 200/visit for transportation."

S SN T & SNTAN? Sl O3 TR SHZCE Gy (i S AT 1, @y 2ffoh Atz @i fofeha
Gy AR (ASTAD) L 2| RS KRS SeHageriRIcs TS (X! 2038

“IfS FACS AR (T S @ FNIFAT SLHAZCAT Gl) PSR/ AR (FCH [SGCHa Gy A2 476 2= 341 209
SIS TSN (FFICIE (I OIS 2 -7 00/ BT AT «

What will happen to the results of the research study? The results of the study will be discussed
and publicly shared in a variety of settings, including local and international meetings, conferences,
and publications. However, none of the results shared with internal or external audiences will
include any information that could identify individual participants.

NITNT FEAIFA T & FA A2 AR Fole GIOR @ WG OF TSl I ACTEC I AAIRICS (SA{CeT) AT
2(F I3 GPTRCE G FR[ 2| O (I FoAFe! SSTER SRR I3 (SR AN IS ¥R F1 201 A1 S
AR T 9T b2 a1 i)
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Who has reviewed the study for ethical issues? This study has been reviewed Bangladesh Medical
Research Council (BMRC).

AN CAfoF RENSTAT (& SITABAT FECA? 93 SIRFT IRAHH (WSe A FIofe ([Rawenahy 77 (o
et 2RiEb= T4 20l

What if | need more information? If you have any other questions, please contact the researchers
who will do their best to answer your questions. Please contact the Pathfinder International/Shukhi
Jibon’s investigator Mr. Liaquat Ali tel no: 01711354106. If s/he cannot be reached you may contact
Dr. Marufa tel no: 01710830770.

w4 ST ATTIG I SN FANT (F2 I A4 7 (FH 2 A, SRCE A TT S o4 FI0O A T- ST
T T&F TS SITwd TARTG (52T FIR| S 3 fomiies o Gl =: 01711354106 G2 SiF SRS B3 TF,

CBferezr= =1: 01710830770 ¢ (T F4CS A

What if there is a problem? Any complaint about the way you have been treated during the study or
any possible harm you might suffer will be addressed. Please contact Bangladesh Medical Research
Council (BMRC) at 8811395/8828396.

SFFIRFICRA A 21T A F I3 S5 S 2CACT @ FACE AR SSCAM AR G720 (S 201 SAAR Cafesd
FACS I AT G A PG, (ROTSRT) CFH: 02 bhdS0ORE/bb Oy |

What do | do if | experience any side effects or injuries? If you require medical treatment as a result
of physical injury arising from your participation in this study, immediate, essential and short-term
medical care and treatment as determined by the providers in this study will be made available
without any cost to you. You will receive no monetary compensation for any other care, but medical
consultation and appropriate referral services as government policies. The following statement will
be read out to the participants: “I understand that if a medical emergency arises in association with
the use of this drug or if | feel a medical emergency will affect my ability to participate in the study, |
may contact with the facility provider for remedy.”

T S I ot aifSia a0 ot @ Facar I @ oEEe Seezrer e A efSfEam owy SeR (e CHecee
e draTes 23, @ eI Fafers Bieesie gr>l (F 210 FSTS SR SHARICE ACAE=1 @ FHCam BiFes o o
(A F157 A @ TAYE (T T RIS T (P RIS Ty S HSsfe (r 20311 (e (1S sexiazewidices
FATT CAINICAT 2038

"SI FACT AR (3, @3 AR IR I (T T Tr6fa ST (el (0 ST @ 9ICREAT Sesaze oifer i (i
ST T SR ST S, W T2 CHT RIS BRI &y (Il I 211 <

If you experience any unusual or unexpected symptoms during the course of this study, you should

immediately contact the Medical Officer at the first referral facility.
AW WA 93 ST AP A (S SFo I Sefopiiie Tovsl Sjeq S, SIReT S STy A (Heicset

(T (NG SFAR AL (AT Fo |

Medical Officer-MCH-FP: Name of the Medical Officer at Upazila Health Complex. Daytime
telephone number: <telephone #> Will be add later for each sub-district as there are 12 sub-districts
24-hour contact number: <telephone #> Will be add later for each sub-district as there are 12 sub-
districts

e SR @ 57 @35- aF P13 TS T1%) FACAER G AFAEE I.......| A (T T913 (FF 72 9
AL 41 2|

Do you have any questions?  Yes/No If yes, note the questions
I F (I 2 SR ZA 3w 27 27, o4 gl
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Participant’s Statement:

eI [

“I have read, or it was read aloud to me, the Informed Consent for this study. | have received an
explanation of the planned research, procedures, risks and benefits, and privacy of my personal
information. | have had the chance to ask questions, and my questions have been answered.

“ 93 SFINT TARS @RS TS oiafh ST 2SR 31 Ssig ANE 9 SHEE AT NI 2001 i3 AImelia oifieg, oimhs,
3 @32 AR 932 TR O SR CAANTOR I CoCAR| SAF (T (I 2 Eesdifg JCial (il 20T, 93 O
AT AT TGR ABAGAPSIJ (N 2R

“l understand that my participation in this study is voluntary. | understand that | do not have to
participate and that | may end my participation at any time without penalty or loss of benefits to
which | am entitled”

<IN JACS (AR G2 AT SN S¥ie2el (FoRIICeHe | S (P =1 a1 S (P R AT RGIB (X (I 77 93
ST (AP ST 2O)IRI N SRS 9 T AR «

“| agree to take part in this study and to follow the instructions provided to me. | will contact the
study doctor immediately if | experience any unexpected or unusual symptoms. During the study, |
will notify the study doctor of any other medical treatments that are necessary for me. | further
understand that my records will be kept confidential and that | may withdraw from this study at any
time.”

IS 9 NI SeHaZe! G @F AT TPt 909 7o i) 1 (1 Ferepifie I el Topef Sged 31 S
GRECT AR TISIIT A CACAS FICAN SR SARPIAE, S S Gy TG BRI SIRaeiiT Sk
SR SN SIS JACS CHTafR ¢, S ST Coll7 T 203 992 S CICRICAT N LA CF e 2fofizi Fh0s
AR

“I understand that my withdrawal from this study or my refusal to participate will in no way affect
my medical care from the hospital or clinic.”

S 0T AR, 93 M (ACE 2FOTR T S SHZC SFFO (ST SACT @3 APGI it fgfacsa s Hiwest
CRIE Zoie T3 -

“l agree to allow my health information to be used by the Population Council and by government
authorities for this research study.”

VI TS T (3, ARRFIZTR THRAHHI/A SR G2 TR FOACHI FRT 93 IR G SR 7Y SN GI2R
FACO AR

Your name:
Date Signature of Participant/thump impression
TR ATIE .ottt b bbbt se bbb bbbt b bbb nsnsnenes
SIEN AR FI e It

Investigator or person who conducted Informed Consent discussion: “I, the undersigned, confirm
that | have personally explained to the participants in a language he/she understands, the nature
and extent of the planned research, study procedures, potential risks and benefits, and
confidentiality of personal information.”

Name of person obtaining consent:
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Signature of person obtaining consent: Date:

TP AT RN S[ei TS &2 ARGEIRIE - <@ AR, SR A AR G ST, SHAZEFIRAE
AR @ SR &P, SR T 7afo, ARy i @ T=iF JRYPHE, 932 Ao SR Rl Jeigee =1
AR«

TTRGERATIIR TG ..o s e eeese e

STASAZATIRG TIFE .o OIS

Name of witness: Signature:
FERIF A KR
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ANNEXURE D3
Adolescent Inform Consent Form (Married Emancipated Minor 15+)
AT o: RARS Frohams walRke AATAg (Y& FONT se+)

Good morning/afternoon. My name is . I work for DGFP, Ministry of Health and
Family Welfare/or an international non-profit organization, the Pathfinder International/Shukhi
Jibon. We are conducting a research to assess acceptability and feasibility of introducing
contraceptive LNG-IUS in the public sector facilities. Although the legal age to provide consent for
research is 18 years and above, in Bangladesh, you are considered as an emancipated minor by
virtue of your marital and pregnancy status and can provide informed consent to participate in a
study. | would like you to take part in this research study. Before you make a decision to participate,
you should understand why the research is being done and what your participation will involve.
Please take the time to read [or to listen as | read] the following information. Please ask me if there
is anything that is not clear, or if you would like more information. Of course, you may talk to others
about the study if you wish. When all of your questions have been answered and you feel that you
understand this study, | will ask if you would like to participate in the study, and if you agree, | will
ask you to sign this form to show that you have agreed.

WS ST AW AN | O Ty WEEesh SEEiee SEeane A, SRTEeR
ORI/ G G &) PTGy SR S T TP E TEICS GHHAC LNG-IUS AT ble] 1 aZelciaiget
8 TGO GBI Gy G I IR IS IFNCACH T2 SefaAfs (TSR IIT dbr I, HAIE J&F (A [Caw=
91 2 WP (ARF ST R FCH 992 A (F (FI ST SR S (Weers s siiese1 i s a3
NI S 0 S Sriifoe) SexlaiReel oai® (RS e o, SPHICF SINTS 303 T A0S 209 (P TN B9 2057 992
T AT [ 200 A T2 FCF A ¥ FHRIRS w2iafer e (I www) | 3 [y 0o J1 21103 I (R &= SACEl ©2F
ATIAGH 2 (I IR FCH AP [Srea 1l Fspel| Si=if T FCeT Sq#13 SICLEA FACE SIS AL T2 0T A T2
S T 2 3T BT TB (TSN ZCI G2 ST FHATE IS SR, T2 AT o I Mz el &y freamoam
391 203 G2 AR I AR Ty (S 2T S, O SHHICE I3 SRz TS ofals Fwe 909 91 3¢

Purpose of the Study and Study Requirements
NN STHHT @ STF ST

Purpose of the study: The purpose of the study is to assess acceptability and feasibility of
introducing contraceptive LNG-IUS in the public sector facilities. This study is implemented by the
Pathfinder International/Shukhi Jibon, in cooperation with the Ministry of Health and Family
Welfare. The United States Agency for International Development (USAID) funds the study.

NCITA STHHJS U2 IR ST Z0PR AR TR GBS SN33S(6 AGCO b1 ST FCHY G=macid LNG-1US 51e] S
SRS @ TGRTO! AH13 FCF (7211 @3 ARG, [Sferazeis), 7Fgy TFeT AR FACR ARFIZGR SHRATHE/TA G

@3 eIy @ae United States Agency for International Development (USAID) @3 =i

Why have | been invited to take part? You have been invited to participate in this study because
you live in this area, married and sought family planning service from this facility, which we selected
for the study purpose. Additionally, although the legal age to provide consent for research is 18
years and above, in Bangladesh, you are considered as an emancipated minor by virtue of your
marital and pregnancy status and can provide informed consent to participate in a study. If you are

interested, we will fully explain the study, and then ask you if you wish to participate.
SN SRHARCH SCATY TINICAT RCACR (F? SPHHICF AT S S SCaia 11 2CACR T SAf a3 Gaiieig 91,

Rt W2 @2 SRR AfRFaR ORI o G0TRA| 93 GAFI6T SISET @I &) AR3 FERRI LTS, T8 ATt
SN0 SRS (MBI T Sb I, SHHICE Y& (O [T 91 27 AN (3412 S~al [ap=t 03 @32 & (1
(I ST AR S e TS A S 2w a3l 2, SIRCet s7fef S{Taelt SofH1Cs Ty ST T 20F, 992
IR SIS ferepi it 203 T S SeHiage FHCS bl
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What will happen if | take part? If you agree to take part in the study, we will ask you to sign this
form indicating your informed consent. We will then enroll you in the study for one and half years
and collect information on address, telephone number, age, education, number of child, pregnancy
status, medical and surgical history, drug history to will assess your health conditions. In a private
interview at the end of one year, we will ask questions regarding your perceptions, attitudes, and
experiences using the method. According to national protocol, you will be asked to come back at the
facility around one-month, 6" month and 12" months for follow-ups. If you agree to take part in the
study, we will ask you to sign this form.

S SIeaR FAT T 2? S T 93 SR S TS TS 2, O SPRIE @3 SRS TAfesal 7 30 TS
TS 2031 ST SIS S (TG IR (49 T2 2 APY) G TN SIS TN G2 S F15Y S TR Gy
S I, T, P, ey ey Sy, HREeT @ SIcEeb e 3on, @9% e 39T 3N TeaT FA1 301 OF 9T
(Y G ABCSE AFFRIE &I T S 93 @b IR T A oo, NASR, 932 SeTro! TS o T3l
2RI GOSN SN SR FASTE S WO AT, b AR A @R DY NOR AT FECAT G FPICO I 2031 AT
ST SILHEIZCH SMle2] 20T ST SRS FAO=1dlb FFwe 0 TS TS @1l 2|

Your responsibilities are to:

Read the consent form completely and ask any questions you may have. You should understand
what will happen to you if you agree to participate in the study. Fulfill the responsibilities of
participation as described on the consent form unless you are discontinued participation.

Show up for any regular follow-up visit. Continue as a participant up to 12 months.

Do not share or disclose the content of this study with any other service providers or clients.

A wiftrs:

S STAG2IA 2T I W G2 SR (I 2% AR [Gea i Fbw| AFFRFICH L2 FACO TS MCeT SR [F & 200
AT ©f JACS T TG IS SHZIFRT TG AT Py AW AT AR X2 FICS AT 5| (T (Il 3w
TSI ST 201 DS DY A TN SLH2e HITC (A0S 201 TN (P RIW TG S ORI 2ipiaig fwet ot
SRR 5 SR (CHIIR) 4T [

How long will the intervention last? The intervention will last 18 months. You are enrolled as
participant of the study for 12 months. At the beginning the enrolment assessment will take 20-25
minutes to complete in addition to the LNG-IUS insertion. During the follow-ups and at the end of
12" month, follow-up assessment and the interview will take 15-25 minutes to complete.

NI A STFFIRFPIF QR0 FOH TACTF ATHIGH 22 93 SN 7 FICS b A AT S| SANNE Lol bt
R0 52 WER G ST @ PO ({1 BFCS OfeRpef@d W1 (1 FICS 20-3¢ WG #iE, LNG-IUS Asicar
FSRE | TN AFFRFR G2 AIFA (41T G| AFRFI (AT A0S 3¢-3¢ A5 777 Ao

We will contact you again: As part of the sponsor's monitoring program, you need to acknowledge
the possibility that an interview may be requested by a representative of the sponsor of the trial or
by the Pathfinder International/Shukhi Jibon staff to determine whether informed consent was
given. If an interview is requested, then you will have the option of accepting/declining the
interview. In addition, national and international regulatory agencies may request access to medical
or other confidential records, but your identity will remain confidential. The research team will

collect your personal identifying information including telephone number to follow you up.
ST AR ST A CASNCIA FACS Alfde 92 T AR G AL o i BT opesiraes

ARSI ST ARTFITTR THFTHAER SR @3 FRE SR PR FI0Z ST AT SR S (T 93 SRZo 7fo=falh
SR TAOCS (S AR el I ST OC AFTOBI (NS AT (S S T (67 101 GBS SIS @2
TBEIST (FBEHR QTS SR SHAZCEF AN I (GF (@FFE (90 SRR FICO 11, G TR A7 “Ava
Colt=i ARPTI | ST TIGC SN P SR G SN2 (P TR SI FA TSI ©= 7287 41 20

Discomforts and Risks

SPIfdT @32 FFTR:
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What are the risks of the study? There are some risks associated with the insertion
procedures/participation of an IUD such as perforation, infection and expulsion in addition to
chances of contraceptive failure. Most women will not have any problems using an LNG-IUS (like
IUD). LNG IUS is 99.9 percent effective. However, as the service providers will be thoroughly trained
on the subjects and improving skills, we hope provider will efficiently insert the LNG-IUS. Post-
insertion side-effects and complication management is available in all public facilities. In the event of
any side effect/complications, you will be provided treatment and/or transferred to the referral
facility for proper care.

We are going to ask you to talk about your experiences in the interview. Although these questions
are not intended to be offensive, please remember, you do not have to respond to any question that
makes you uncomfortable. It is completely fine if you decide not to answer any question or choose
not to participate in the interview entirely. Just tell me if you prefer not to answer and we’ll move on
to the next question. If you are not at all interested in participating in the study, you are free to
decline, and this will not affect what any benefit you are entitled from the facility.

As a participant in this study, you may find the time and effort required for this interview to be a
minor inconvenience. Another risk is the possibility of a breach of confidentiality information. This
means the possibility that something that you say might be accidentally shared with others.
However, let me assure you that we will make every effort to ensure that there will be no breach of
confidentiality, but this possibility cannot be ruled out.

Q AN J(F [F? @3 AR A3ITT ABARyEH2E g IR 0T (T T 77 793, I @32 H336S
327 20T TN T S1afo7 FASITST WR3| SfeFie*t ZTF LNG 1US IR (i ISPt 29 11 (|f338fT weoh)l LNG
[US 5.5 AARGTS PRG0S ST iz (02g @ A 7ol Jfag Gty ORI eMiaeiRIcDs el afémm a3l 208
IS 93 R T8 ol A SR IR FIC0 AR LNG 1US 2R 2-<st st efsfear @ wberera
RN e AIFIR] 2PATSICES SR 77 (Sl Arfeifeiaayabearst ot (o, SI=RIce FHRes (7 20 Gq/SRR_T (FEIE (A
AT B ST ST oA ey

RIS 21T Sfeeas! (TSB! FICIN I (I 2 SR PR TG I 27 O (7 71 28T O6 (3[
VR 121 S A (T TS 1 TS AFFIRIE (I S{TAE T A/l I OIC0S (FIH SRt (73] i Teq fce bicsesy
1 O GRS SINET O ST ST BCeT T S I FBE AT SH2ZT FICO 1 B, SR (P ST 13, @32 @3
Ty S @ (P (I AR (A 3RS 20 I

93 ST GFG SR RN, SHHT 6 7 @ SIS SRt 209 2| Sl I 20T A= SR Caltziast
SR TBRAT Sk @ 5 {9 T S IceT0ee St SfAwgies: SHE oo (R 9 20 Picace) 13 2R, wif e
A% G, SR TG (5B FCA (T (NPT ©F 1 27, 6% TSR G 9 (87 7 11

Benefits

et

What are the benefits of participating? Participating in the interview may not gain any benefit to
you. However, you may have certain benefits from accepting the LNG-IUS as a contraceptive
method. By using the device, you will be able to prevent pregnancy for five years, at the same time
some women will be benefited by having treatment for heavy and prolonged menstrual bleeding. In
addition, the findings from this study will generate additional knowledge on the clinical performance
and acceptability of LNG-IUS and benefit potential users of this method in the future. Additionally,
through our follow ups with you, you will receive any immediate attention or referral services for
any side-effects/complications.
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In addition, your participation, experiences, and opinions will be useful in developing strategies for
service providers to provide LNG-IUS services in the country. You may find an indirect benefit in
knowing that you have participated in an important study that could help others in the future. Data
gathered from the study will be used to provide programmatic recommendations to the DGFP for
better programing in future for women who need LNG-IUS. Thus, your participation will benefit your
community.

SLHARCNT ARASTE F? AFRFIF SHZe FCI PR (I AT 8 20 AR 77, LNG-1US I FC Sopfac
ST ANST A1 GBT A2 I ¢ I ATSHIE (4 P AR T2 (313 I FReAng v Rt 203 0w ME pe 7@
TR 31 R ST A A | GRIGIS @ TN (A (1T F3Fao! G2 Awhoh SZeISTOT F2I(F GRS i S [l Iy
S SRS AR M1 IRTIS SR AL FEICA HATR (I A7 2f ol @ Giberor #exr (3t oRwAw
ACANCIIT T (TP R AT

GRIBIE, TR SHeRe, Sfoessl (92 TOMS (M GRIATHFIATT LNG 1US ATICT, 210 eIt 8 S Seoiace! A2y
PR S AT TS 0 A A2 (S0 (T A G GFgofef sItaqi Seslelze Frares A SRACS Sy AR
SRR AN G ST (A 92O THG SRS GRT AP LNG [US & ST (el e &) fGferazefsics
AT S0 DR, SN SLHRA Tl THAFS 2|

Confidentiality
CottoTST

Will my participation in the study be kept confidential? The information that is collected during the
enrolment and interview will be kept private. No one will be told that you have participated in the
study. The study team will make every effort to protect your privacy and maintain the confidentiality
of all the information you provide. Your name or other identifiers will not be included in reports
from this study. Data will be stored in a password-protected computer in the Pathfinder
International/Shukhi Jibon, Dhaka office. Only researchers dedicated to this study can access the
data.

IITNNT ST SLHZ AT AT 2 T2 RN TS FFIER G2 A G2 AFFOFI oo T4 3¢ PSP
QNG FCRAT (T A 93 I ST FCACZA| SN WCET TGN AN (AT 61 IR Gy @32 SN2 (Rl
et R A A T (FRG (AE A2YS S CoIIPINITST @i T &y TARTIY (531 Pl 201 S A1 A S (I
AEFRe O ACTEAR {905 Sl 20 Il OB ARFIECR TR G/ GF G ST ARG FafHre
FEATHIR T 91 20 ST 3 IR A ST (TS A

Voluntariness

KiSac)]

What are my rights as a research participant/subject? Your participation in this study is completely
voluntary. If you decide not to participate, you will not lose any existing benefits from this facility or
others to which you are entitled. If you agree to participate in this study, you may end your
participation at any time without penalty or loss of existing benefits to which you are entitled. If you
decide to take part, you are free to skip any questions. You are free to withdraw at any time without
affecting your relationship with the service providers or study team.

NITNT SRALZNFIA RGT ST IR & 2 93 9Tl S sieiaze! srspefens @fgs| s afr Siexiarze 71
TR Pa® (9 [ S1R0eT 93 CRIHIEE S#-IE KAy @iy JReiete 200 S e 203w A1 O3 SRR SIHaaed &=y
S ZCA, S R *TS (T (FICAT AT AN 27! 9 S0 MCS AR A 1 (3 @i siesiazet 3211 Fai® (=,
ST AR CF (FI T8 God ST IR 7 FRTST IR 9T AT AL SR SR SRS 212 (3 (I 7T 93
ST (AP (G SAOTRI FHCO SR

May | change my mind? Yes. A researcher will tell you of any information learned during the course
of the study that might cause you to change your mind about taking part in the study.
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T & S T© A7 FA0O ANRRN? T, AT ToH T SARRS S0 AR LT ST AT IF G @I

pa

IPRICE 7 AT O I M (TBTAT & AT S TO(F 29 FICS 2|

The research team has the right to end your participation in the study at any time, with or without
your consent, for any of the following reasons:
If you have an adverse reaction or side effect to LNG-IUS;
If you need a treatment not allowed in this study;
If you do not keep appointments;
If you do not continue LNG-IUS; or
If the study is canceled.
f=fefs (7 (P FIRC, CICRIC T 9T W SR A I SPIAOCS S SHaz Ao FAIF SAP R TCACR:
o LNG-IUS TR SR (Pl Rt 3t #if aifsferar ot e,
o TN @ IR AT (I R eftae= e,
o SATTBCNG TS T AR
e LNG-IUS Bifercz =1t ¢orceT,

o ST IS 41 3¢

The participants will be readout the following statement:

“l also understand that the Principal Investigator may require me to withdraw from the study if, in
his/her medical judgment, it is in the best interest of my health or if it becomes impossible for me to
follow the experimental procedure of this study. If this is necessary, | will not receive compensation
for all aspects of the study in which | have participated."”

e (RS SeeaZe IR 2t (I 2033

< WS A /R MR (X, JoT P AW bi, S HFFRA {51 (ST S @ T (P [0 TS AT, b
20 HAICT S FICEE J209 FIC ST AW S S0 93 9T AN oS Sl w1 7 A1 2301 A G5 e 23,
OCI XA A S (i Fwfosfzret “Aeat A «

Additional Information

Hfelae o2y

Are there alternatives? Yes, there known alternative such as copper IUD but do not work for heavy
menstrual bleeding. Please discuss your health problems or concerns with your health care provider.
q FofFeng W [Reg @ity 2 i, 7 [eg 207 F907 133010, 7@ i@ T& TR G FIG FCF 1 SN A=
gy T A1 (I S ARRCE S (T R 2WINPIRIG AT ST 5o

What will I receive for participating? You will not receive any money for your participation in this
study, except the cost for transportation for follow-up visit(s) and referral. The following statement
will be read out to the participants:

“I understand that | will be paid exclusively for travel for follow-up visit(s) or referral with my
participation in this study. | will receive taka 200/visit for transportation."

S SN T & SNTAN? Sl O3 TR SHZCE Gy (T S AT 1, @y 2ffoh Stz @ice fofeh
Gy AR (ASTAS) L 2| RS KRS SeHageriRIcs TS (KT 2038

“IfS FACT AR (T S @ FNIFAT SLHAZCAT Gl) PSS/ AR (FCH [SGCHa Gy A2 476 2mi= 341 209
S PSS (R (PCH ASANS L6 1M 200/ BIFT #ATC «

What will happen to the results of the research study? The results of the study will be discussed
and publicly shared in a variety of settings, including local and international meetings, conferences,
and publications. However, none of the results shared with internal or external audiences will
include any information that could identify individual participants.
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AN AT MO & T I? AT FF GO @ SEENOF Fo AT ATHACH G2 AR (SIHCaT) e F1
R GR QTR BT PN 0S| O (PN TP SOTEA HAAT BT QST AN AISIT R F41 3@ 1 IS
RTINS T G e w1 77

Who has reviewed the study for ethical issues? This study has been reviewed Bangladesh Medical
Research Council (BMRC).

NN CAfoF RTNSTE (& SIS FCECA? 92 T IR (HGeT oG Fiehe (Raweahy 77 ("fss
e et e w1 20

What if | need more information? If you have any other questions, please contact the researchers
who will do their best to answer your questions. Please contact the Pathfinder International/Shukhi
libon’s investigator Mr. Liaquat Ali tel no: 01711354106. If s/he cannot be reached you may contact
Dr. Marufa tel no:01710830770.

Sf4F ST TG 20 S FANT 2 3 41 Sy (I 2 ACF, SR A SRR 2% FICO A IR oA
AT Tad MCo S TP (581 FCa1 St 3 o st (B 7: 01711354106. @32 S SRS B3 T,

CBfeTcri . 01710830770. (S (I FHCS 1T

What if there is a problem? Any complaint about the way you have been treated during the study or
any possible harm you might suffer will be addressed. Please contact Bangladesh Medical Research
Council (BMRC) at 8811395/8828396.

SFFIRPIIT FTACT SN AL [ I3 SHI FAT FCACR @ A F2I SSCAA ARFCT IR (FSN | A (et

FACS 2ACI AT G A PG, (RO CFH: 02 bhdSORE/bb Oy |

What do | do if | experience any side effects or injuries? If you require medical treatment as a result
of physical injury arising from your participation in this study, immediate, essential and short-term
medical care and treatment as determined by the providers in this study will be made available
without any cost to you. You will receive no monetary compensation for any other care, but medical
consultation and appropriate referral services as government policies. The following statement will
be read out to the participants: “I understand that if a medical emergency arises in association with
the use of this drug or if | feel a medical emergency will affect my ability to participate in the study, |
may contact with the facility provider for remedy.”

T S @ oA ifofarar 7 o F Faca? I @ N SexaReer T AR effSfEu Ty SemE (@ ST
e acmes 23, @ oty Fafers it gt (i 45 TSI TR SANE ARG 8 TR HFA Ry Cwzt
A F157 A @ TAYE (T T RIS T (I RIS Ty S S5fe (r 20311 (e (1S sexiazeawidices
TS CHIICAT 2038

"SI IS SRR (7, 13 TSRS IRTE T (i ST Tl SRgH Ol (0 ST @ SRRy Stz oiifer afiy (ol
CISTeT Greedl O] Sjed S, SN FIRICR T CRISMIRIE HRFR Sy CAaee T #if) «

If you experience any unusual or unexpected symptoms during the course of this study, you should

immediately contact the Medical Officer at the first referral facility.
T S 93 IR GRS A (FIAT SFTSIRE I S2ofifEre Totef Sjed FC, OIRCe S SRECT AT (@I

(T (NG SRFA AL NI 5|

Medical Officer-MCH-FP: Name of the Medical Officer at Upazila Health Complex. Daytime
telephone number: <telephone #> Will be add later for each sub-district as there are 12 sub-districts
24-hour contact number: <telephone #> Will be add later for each sub-district as there are 12 sub-
districts

CIEce SR O 57 @35- aF P13 ST T1%) FACAER G AFAIE I.......| A (FH 913 (FF 72 9
ACIG 12|
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Do you have any questions?  Yes/No If yes, note the questions
I F T 2P SR T 3w 2j1 27, e o)

Participant’s Statement:

RN S

“l have read, or it was read aloud to me, the Informed Consent for this study. | have received an
explanation of the planned research, procedures, risks and benefits, and privacy of my personal
information. | have had the chance to ask questions, and my questions have been answered.

“93 SIIFIR SARO AR 7S 2@ FS AT 3 S A @b THHCR 50T ORI IR SN AR sAfwg, o1,
9 @32 AR 932 SR O SR CAANTOR I (oA SNF (T (P 2 Eresdifg JCial (rhl 20T, 93 O
AT AT TGI ATIGAFSIE (F3! ICAC|

“I understand that my participation in this study is voluntary. | understand that | do not have to
participate and that | may end my participation at any time without penalty or loss of benefits to
which | am entitled”

IS FACS (71T I3 AR S SLHZ CFRIENs | Sfsy (i %M 1 S (T AR TR RIS (T (I o0 (3
AT (AT TSR ST T SIHe2e 37 FICo AN «

“l agree to take part in this study and to follow the instructions provided to me. | will contact the
study doctor immediately if | experience any unexpected or unusual symptoms. During the study, |
will notify the study doctor of any other medical treatments that are necessary for me. | further
understand that my records will be kept confidential and that | may withdraw from this study at any
time.”

IS 9 NI SeHZet G @F AT TPt 909 T i) 1 (F Feepifie I el Topef wged 3 S
GRECT AR GISIT A CACAS FICAN SR SAPAE, S S Gy TG BRI S@aeliy Sk
QINICAT SIS S IS AR (), SN GG (ol F1T 20 G2 SIS (ACHICAT 9 ST (AT FSE 2Oy Fh0o
AR

“I understand that my withdrawal from this study or my refusal to participate will in no way affect
my medical care from the hospital or clinic.”

TR JHC (oMM, R ST (A SSRGS SXIAR0T THPRS (S TACH @R APGIT a1 fpfices wimg Hfret
CHICE Zelie T -

”| agree to allow my health information to be used by the Population Council and by government
authorities for this research study.”

I TS TR (3, ARRFIZTR THRAHHI/A SR G2 TR FOACHI FRT 93 IR G SR 7Y SN GI2R
FACO AR

Your name:
Date Signature of Participant/thump impression
T ATTE ettt ettt et et b bt tess s sse bbb et et saseesesssnas s seseseas
o HZEIIAN I/ e 1ot

Investigator or person who conducted Informed Consent discussion: “I, the undersigned, confirm
that | have personally explained to the participants in a language he/she understands, the nature
and extent of the planned research, study procedures, potential risks and benefits, and
confidentiality of personal information.”

Name of person obtaining consent:
Signature of person obtaining consent: Date:
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TP AT RN SREre TS a2 ARG ;< TR, SR IO A GNT S, SLHAZORPRI
AR @ SR &P, SR T 7afo, TRy i @ T=iF JRYPHE, 932 Ao SR CaHRre! Jeligee =1
My«

Name of husband/guardian: Signature:

FIN S ESRCFS T RSt
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ANNEXURE D4

STUDY INSTRUMENTS

LNG-1US adopter’s/enroliment checklists (draft)

LNG-1US adopter’s Siffigigfea (vF-fa1%

(Instruction: Please tick mark or write)
(Reaiete wat wes b o= ey writ ferg)

Are you enrolled as participant in any other clinical trial?
(If yes, stop enrolling as participant for this study)

St [ oy (e fReTe AR SHazeis R offeiee 2T 1. 3t

(3t 29T 27, @ M SifeReTgEwae 38 F56+)

Offer made for both Copper-T IUD and LNG-IUS contraception?
319 SZITIT 432 GETI-G- BTG SO ST Ty STFI (3 22

Informed consent given to be a participant for LNG-1US study?

GGG BB 3 S AIIN TLH2ReFIA 200 SRS Ao Ag ce?

Enrolled as participant:
IRHERAFRI ROTR Sifeige T3 20

Reasons for non-enrolment: 1. Participant not interested

SifeRPIge w FHF T8

1. ST SR

2. 3T

Participant ID:
TRHERTIT S13fGe

1. Yes

2.

1. Yes
1. 2
1. Yes
2.0
1. Yes
1. 3
2. Refer

v

1. 2

2. No

2. No
2.9

2. No

2. No
2.0

3. Not eligible

3. T@ ¥

Serial No: Registration No: Insertion Date:
S 2 g =2 ST oifa:
Facility name: Insertion provider name:
RIS A AP e
Provider Designation: 1. FWV 2. | Signature: Date:
Midwives 3. MO ST s SIERE
AEFET M 1. FWV 2,
Midwives 3. MO
A. PARTICIPANT’S SOCIO-DEMOGRAPHIC PROFILE:
A. S¥ezAFRE SlANIEE 8 (ernaifTE cArwtEs
SL |QUESTIONS CODING CATEGORIES/RESPONSES CODE
2 |9 Fifee FoHitESen I
Participant’s name |_|
1| Stz Mobile number:
2 |Participant’s age Years CIIRISST e
TRHLRAHIR I T
3 |Husband’s name
FIN Mobile number: |:|
Husband’s age Years (TRIZ R
4 i Senl
2.Primary |3. Secondary 4. Higher 5. Graduation &
- . . secondary (11-12 |above (above 12
5 |Participant’s education | 1. llliterate (1-5 grade) |(6-10 grade) grade) grade)
AR e ST | 1, e ;2’*’%&? (O3 ?j;g? SR P SN [
o]
) (5% (9 TR
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7. Others
.. . . 2. Day . . (Specify)
6 |Participant’s occupation |1. Housewife labourer 3. Service 4. Business |5. Student 7. SRRy
SHZI (o 1. oz 3. o 4, 5. fRreidt :
: g 2. A g (78 o)
Village/Mohalla:
Unit:
Union:
Upazila/thana:
.p . / Alternate/additional mobile number:
7 |Current address District:
IS 74 B AT/ = : =
Qi 3_@.@.5 /oo (RIS w28
FOfT:
GTSEy/ AT
CereTl:
c - . - T 7. Others
urrently using any contraceptive method? ;
A . 1.Yes 2.No (Specify)____
Sieff F IS (1 2R A RIie 3
8 S AR ISR #%fS 927 Szl oAl 7. Sy (R
AC=A?
JFPA)
1. Pill 5.Implant
9 If yes, which method? 2. Condom 6.Safe period
[ R P, O (T A2 3.Injectable 7. Withdrawal
4.Copper-T IUD 8.0thers (specify)
tesons for_choodng £ 06T Bt
C cepti C cepti vy .
the LNG-11US method? p P 7. Oth f
10 GYIIG AL SIERAE S | pleeding menstrual ers (specify)

LNG-IUS &St 2zrwa TRt
it

2. Heavy menstrual bleeding

A SR TSI Gy

AL TS @ N o

7. S (N E F3ee)--

B. PATICIPANT’S OBSTETRICAL, GYNECOLOGICAL AND CONTRACEPTION HISTORY:
B. NS oS M@iE O, Ficaraioe st a3e sréfacaicya 3fogeis

Date of last menstrual period (LMP)? Date: In months:
(It may be approximate) RlERH RIE
SR W oifee (@rasf=h)?
1 i)
Duration Cycle Amount of blood Pain during menses
REURN R b TSI 2T NTCP= T =1 23 5w
1.Regular 1.Normal 1. Yes
days |2-Irregular 2.Not normal 2.No
= 1. 1.7 1.3
2.9 pACKIC) IS5 2.4
Does participant have regular menses when not
13 pregnant and not breastfeeding? 1.Yes/z 2.No/at
FR TSI el 1 I TBHCE JCF 4 ST A1 O3 5
SRR MR S et
Is participant currently breastfeeding? :
14 i‘?@]?«lﬂﬂlﬁ% QU ABHCE yymr‘{@ ANSCRA? s L g 2
Number of living children (Should have atleast | 1. Son 2. Daughter Total:
1 living child) 1.c%0e 2. Ca CGe
12 | Sifge st syt (@ =1ee > B SiFe TEi Aes
@)
History of MR/abortion? (should be after 4 1.Yes If yes, number of  |Date of last
E weeks)? 2. No time? MR/abortion?
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MR/abortion a3 3fo2P1? (SR*72 BIA ASRA 2F)? | 1.2 21 7CT, O ¥ $E@ MR/ abortid
2.4 PR
Date of last delivery (should be after 4 Date: In months:
” weeks)? offs Rk
SRR ACHY 2PTCRR S (SR b1 AT
>f)?
15 Mode of last delivery 1. Normal 2. Assisted delivery jéc(i?s;arean 7. Others (Specify)
S 2PTRA R TCE IR S . Sy 2
S 1. e R | 2.3 et 3. . 7 GicEs
C. PARTICIPANT’S MEDICAL HISTORY
c.SRHFAFIAIR fofFeat sT»ifFe gfozmt
SL |QUESTIONS CODING CATEGORIES/RESPONSES CODE
a2 | ife: FhoeifE/Sed [€a\)
1.Yes If‘yes, need treatment
G Has pain during intercourse? 2.No 2t 7, e frcs zea
STRAICE ST T 2 &2 1.3
2.4
1.Yes If'yes, need treatment
17 |Has bleeding during intercourse? 2.No 7, feet frcs 2e
STRAICH TH J& Y 2 1.3
2.4
01. Congenital |05. 07. Known or|10. Acute 77. Others
or acquired|Infected |suspected breast|liver disease |(Specify)
uterine MR/ cancer or liver 77. S (R
anomaly abortion |08, Uterine [tumor IR __
02. fibroids  |in the last |bleeding of|11.
03. Pelvic|3 months |unknown Hypersensiti
Inflammatory |06. Known |etiology vity to any
. diseases or 09. Untreated|component
Has any history of 04. ted o :
following diseases? Postoartim SUSp_eC ed |acute . ‘c‘erV|C|t|s of this
18 | e carear ot 2o partum I yterine or |or vaginitis product
it endometritis |caryical 0q. GIFI A ACHZEHF | do. SFSH
neoplasia | PR ferery fferer <t
0>, TN TGS | 1 o150 W07 | ot wrey A@oite TH | Froices BESIE
T ST | oo TR SEI 5. @3 fTeiRoR
0X FIZJCG TSR/ GATS | 0. BReestt 71 731 @S T
0w fraf3fe oL, GHIAT | SyifFSs ASHEHA A | FecawT TS
08. IS ACHIGAE SIS EA
aCSIAGISHA AIfS3 31 Ty
s
D. PHYSICAL EXAMINATION
D. SIeHezAFIRI *AEE AT
General examination/ 4 21T
) 20.Temperature: 21.Pulse 22.Blood pressure
Weight: 55, SIPfIg! 20, 7B 5ifS TG
19 ST:
Anaemia: (Can’t insert if haemoglobin|1. Mild (+) |2. Moderate (++) |3. Severe (+++) 4. None
7gm/d| or <45%) 1.2 (+) | 2. 9RO (++) 3 R (+4++) 4,513
23 |qeawel:

(F& RCACR q STS. . 91 8¢% 9 I 20T
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T I )

|

PV examination by speculum and both hands/C=IF=T @ ¥3 RIS 4TS At

24. PV examination by speculum/ ¢=iF=1is facy fAfe

25. PV examination by both hands/ 12 2ite fAfe

AFw ATwT
2.Not 2.Not
a. Cervical OS/W 1.N0rma|/’<?T normal/’<?T a.Uterine shape/ 1.Normal/’<?WT normalsts “
T2 i TR SIFfe R
i 93 T
2.Not 2.Not
. 1.Present/ b.Uterine size/ 1.Normal/zret
b. Discharge/X present/=t normal/FreR
3 I
c. Vaginal %Healthy/ 2.Infecte c.Uterine position/ |1.Anteverted/4|2.Retroverted
wall/cRifSsicas araet d/7 e O ST e [JEORGS
d. Pus/ulcer in d.Uteri bilit 1c 2.Can’t
cervical os/Eey e |1.Yes/Zt 2.No/=t -Uterine mobility/ m.@;r;ﬂr%ove/ move/vSI
q/sfer S ’ ' AT
e.Pain during
. . 2.Not Uterine/cervical
e. Cervical erosion/ |1.Present/ oresent/at movement/ S |1.Yes/z! 2.No/Al
BIRIERACT
f. Cervical polyp/ @rey [1.P t/ 2.Not f. Fornix 2.Not free/3@&
@qﬁq AR E{.mresen present/=t vaginae/uterine 1.Free/J& w ®
& fornix/ A= o '
g. Bleeding on touch g.Currently
on cervix/ @O 4 =0f |1.Yes/ZT  |2.No/aT pregnant/3$sc 1.Yes/zft 2.No/t
If pregnant, how many weeks?
SIS 30T F© AR
(Note: If depth of the uterus less than 6¢cm, IUD
can’t be inserted/wGIR 2R AW & O, @3 F S|
2 H33S(G T 31 I )
1.Normal 2.Abnormal (refer) .
Result of breast exam 7. Others (Specify)
26 | s 3t 1.7 2. OFTAIA (CHFIH) 7 e se).
. 1.Normal 2.Abnormal (refer) .
Result of liver exam R 7. Others (Specify)
27 \farerq s e 1.7% 2. AT (LF1) 7. Sy (e )
Date of next follow up at facility At one month At 6™ month At 12" month
28 |93 (T 9IS TR S S 0 TT" & N A S G 3TT"
1. Telephone; No:
Prefer for follow up through telephone or in person? 2.In-person
29 | CHRICPICR STRITST 1 S!S ST ot Sk Joey (A ST | 1. CBRem, 7
2. AP
Refer to physician/referral facility if any pre-existing
diseases:
30 |Reasons for referral?
W SN I @I ANF SIS IS IR @I FFA Write:
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33

Any complications during insertion of LNG-IUS?

LNG-IUS 2TIHIT 173 (T Gibarst 2eaieeett 2

1.Yes/zt

2.No/=t

34

If yes, specify complications:

35

Will discomfort during insertion prevent you from getting

another LNG-IUS in the future?

PRI AR SEE [ ST SRYTS F @b GqTer-SN38 9 s st

7

1.Yes/zt

2.No/=
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ANNEXURE D5
STUDY INSTRUMENTS

LNG-IUS ADOPTER’S FOLLOW-UP CHECKLISTS (draft)

LNG-1US ADOPTER’S HCI-id (5F-fa®

Participant ID:
TRHERTIN S13fGe

F. FOLLOW-UP
F. SRR AF I S-S0

1 Facility name: 4 Registration No:
TR RfGrCgee =2
5 Adopter name: Age: years
SRPING A > |qmr RAT
3 Husband name: 6 Age: years
I A T R
Village/Mohalla:
Unit:
Union:
Upazila/thana:
.p . / Alternate/alternate mobile number:
; Current address District:
IS 2o oFit T/ N2 —
al 505 Reg/efoRie CIRIge N2
3ofE:
AT/
CSre:
LNG-IUS insertion date: LNG-IUS removal date
8 | et w22E e BT oI 9| LNG-1US caterta wifde:
Designation: 1. FWV 2. Midwives 3.
0 Name of service provider: - MO
0| et T CRIEMAFER *M3: 1. FWV 2. Midwives
3. MO
Signature: Date:
12| e e 13 | wife:
Follow-up information/=C=1-SNCq o2y
Followed-up Problems/<miRt
Standard Scheduled P Advise/treatment/| Signature
a 2 date/ T Sifica FCAI- fefers, WST
schedule/fdiffo s | date/RifRe ofw / (e FofeB, 49 ToTT/ it Viika
(o w1 2T FACY AT
1t month + 7
days/> I3T+ q
E firr
14 } 6-month + 7
< |days/ & T £ 9 T
i)o 12-month + 7
days/ >33+ q
s
Irregular/sfRf3e
LNG-IUS Scheduled date/ Removal Reasons for Accepted Signature
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removal/=i23f% 2t

date/caETR Siftd

removal/Cieg Fe

method/4jz® *=%fS

/ T

15

Are you satisfy with the LNG-I1US?
Sl 5 T LNG-1US 1382

1.Yes/3t

2.No/A1

16

Has your menstrual bleeding decreased to tolerable level?

IR NPT SN TS [ AR A4y GTCR?

1.Yes/zt

17

Would you refer your relative or friend to this provider / facility for LNG-IUS

services?

AR [ S SG TG I TF-ITHIIS G2 TP/ PRIV PICT QTG-S 3G

1.Yes/zt

2.No/At

2.No/At

18

If you do not want

to refer, why?
I (FFR PR A A

A I, O GF PR
&2

1.Service is
not up to
the mark

1.7eA I
RS |

2.Provider does
not take care

3. CRIEMFRT T
Rk

3.Not all
service

available
O] (O[T

AT AR AT

4.Expensi
ve

8,295 (N

5. method
is not good
5.9 Sicel
ar

7.0thers(spe
cify)
q, Syl (e

) __
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ANNEXURE D6
STUDY INSTRUMENTS

In-depth interview guidelines for service providers
CAITAMINFTIIT AICL ASTT ATFIFICIF A Fst

GENERAL INSTRUCTIONS FOR DATA COLLECTOR

1) An in-depth interview often describes as “conversation with purpose”. Typically, in-depth
interviews are much more like conversation than formal structured interviews.

2) When you do an in-depth interview; focus is on that person, his/her opinions and behaviors.
Here we ask, “what did YOU DO/THINK-------—-- "”. We are asking informants to relate information
about specific behaviors, actions and beliefs concerning their own personal lives.

3) In in-depth interview, participant’s perspectives are counted NOT the researcher views.
Question like “What do you think are the causes of discontinuation of OCP? What is true FOR
You?”

4) Make sure that before asking any question, the informants know meaning of your key word. For
example, if “PPH” is being discussed, informants should have clear understanding what is PPH.
Special care should be taken to check the informants’ understanding of your questions.

5) Do not use double barrel questions (two separate questions in a question which have two
separate answers). For example, are you married and have children?

6) Never contradict with participant’s responses and say, “it is wrong”. Do not indicate any
judgment about what is acceptable and what is not. Interviewers should be careful and avoid
influencing responses.

7) To get detailed and complete answers, PROBING and asking the same questions in different
ways, two or three times are useful, and encouraged.

8) Questions should be asked precisely as they are written. Rewording and explanations should be
provided only when absolutely necessary.

9) As far as possible expand you notes on the same day, soon after completion of the interview.

Informant’s details SAMAFIANT SoAle

1 Name {1

Designation swat

2
3 | Health facility name 3~ (Ft&q i
4

Have training on copper IUD

insertion and removal?
S [ T SRIST AT 932

SORTIACA Aot =1TR?

1. How do you describe your services in this facility?
Probe: How long she is providing services in this facility? What services you provide, which
day, how long she is providing IUD services and which day, how many IUD insertion and

removal per week/month, what is her experiences while providing IUD services, etc.?
3. 9% (L™ AT (T CTAT MToRe ©f [FeIC 91/ FAI?

CHAR FF: IO 4 93 (FCH ORI Moy & [ ORI My, (W (W M, Fou $7 SI2386d Rl g W32
(FH (P e, METAAICE Fob SBITT AR 952 L0, B33 Gl Mre fiy oF sfewsf &, Toyi?

2. Why do you think women discontinue IUD so frequently?
Probe: whom with discontinuation is more evident, young, older women? What roles
husband play here? What are her experiences with IlUD removal process?

3. SR {3 S T, RART (@ 9 T SZZETS SIATIRN/ T CFCET T2
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CHIR FFA: I A H23T(E SPTRCT PR 2RAST (R (el T, S, 0% [ZeA? QLI TR 6 (PI Siset
AT I HB3G SN 2fF1 TF FoT Sfecesf 67

3.You have received IUD training. How do you describe the IUD training you have received?
Probe: How long was the training? Was it sufficient enough for providing IUD services? What
about practices on actual clients? Has got enough clients to practice on? What are some
good and bad points of IUD training, please explain it?

©. FHATT SZIETT A 2Afeiet ColTTRsl el (T SN1R3STE 2t corcafRre of f[Feita 3 Faca=r
AR F: e oM fRCeT? SRZTG R (SR &=y @2 afkrwe [ w1y forem? 2o afzor Sor S
RFSI I FAET SR &= #4fey alfest CAfRcett [Fam Si238 e rreid [Fg S ¢ Wmet fre &, ma
B 0T P2

4. You have also received LNG-IUS training. How do you describe the LNG-IUS training you

received?
Probe: How long it was? Was it sufficient enough for providing LNG-IUS services, in regard to
duration, methods of training, training materials used, uterine model used in training, client
counseling, client screening, logistics, training place, etc.? Were there enough clients for
practices? What are some good and bad points of LNG-IUS training, please explain it??

8. T#f LNG-1US 2f*Fee (otaces SN 7 LNG-IUS aifief cotaees of fFeta 3ofar Faca=
AR FHT: AR PO R LNG-1US S338% GRt (rewi &wy @3 et i ofiey feee, comm =2ifir,
2w (METR ~1afS, ¥l Tovae I92E, TORT MO IR2M, FITT ISR, FIITO Fe, SRR m
TR, AfFFCR G, 2ot ope AfRel TH SRleW fEeita Rl FEE? SR aay o el
ARt [ LNG-1US =336 aiffmreis g Sitat @ «iist s &, wat w03 36091 35

5. We have prepared and supplied an LNG-IUS IEC material for clients. How do you describe the
IEC materials used in the piloting program on LNG-IUS?
Probe: Can she describe the client perception about the IEC materials? What clients said?
Does she think women understand the IEC material? Is there any need of improvement,
could have been better, what is your suggestions? or Need a new one?
¢. St afkeitnd &y LNG-IUS @3 1EC 9t (ol AR 933 SHITHAcs STddIR ICARI SsifS @3 2N3ets
CAMATTT LNG-1US 93 IEC o3 IA7MA [FSIa 52 32
CRIR T3 (7 [ IEC ATl ST (RIANCAs Sfeff@ AT S0 AT (AT {6 902 o7 {6 W e Gt 1EC
TSB! (IR WBF (P TS IR 2T (R [T, GBI SN ST 1 (0O [, O AW {52 31 g

6. How many clients you have inserted and removed LNG-IUS? (may be 100 clients). Could you
describe your experiences in providing LNG-1US services?
Probe: Who mostly choose LNG-IUS, younger, older women? Why they choose? Who mostly
remove LNG-IUS? Why? Do husband play any role here? What are her opinions about the
insertion and removal of LNG-IUS? What problem/difficulties did service providers faced
during inserting or removing LNG-1US?
b, A Fo@fT LNG-IUS AfACICRT 932 SIoIRe FCACRA (FICAT doo I @F SIf4F 20@ “td)? LNG-1US Gt face
fac Seg Sifeest 3ot T2

R FF: (T ARRTO: LNG-IUS 2ie7 ¢4, S0, 3% F2e (4 ot @b oizw 32 (& ARer: LNG-1US
TR ST (FER (T QA TN T (FH SR 2 3 LNG-IUS SI1338f8 2R/t @ Sopaet
T/ AR FHAE CRIEMAFRE Toie &2 LNG-1US SIiZ386 2RICS @ SHRiEe Fh00 [ CaizmeR) & &
ST/ SRR TR ZCACZA?
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7.You have given LNG-IUS services over one year. How do you rate LNG-IUS as a contraceptive
method? Why do you think so? Are you satisfied with the LNG-IUS as a contraceptive method?
Why and why not?
Probe: Has she you experienced any problems in providing LNG-IUS, if yes, please describe.
What are some good and bad points of LNG-IUS? Are the clients satisfied using the method?
Why and why not? Do client complaint while using LNG-IUS? What are those? Are service
providers satisfy with the LNG-IUS, please explain?
q. S > ITCAF @A ST 40 WA LNG-IUS a7 Gt feeee) erafsaceid siafo 2371 LNG-1US & =i Feia
CRB/AFIIA FACIN? A (e QI owT Fa0e? =i & eafawgei #wf® 231ita LNG-1US ey @82 4 @32
A ?

CHAI @ T T LNG-IUS GRI e Pica (i sTpiiia STt 20 M ©f 47T F909 61 LNG-1US =5g
It @ QR R e afgerr @bl <2 I [ TF8? (4 992 (4 A2 LNG-1US 9219 F0o Ficy afzor &
SRSTI FCH? FICET (7 3R SfSCPiafer [ CRIgwERR [ LNG-IUS T 738, 527 F1

8. In your opinion, how is the demand for LNG-IUS?
Probe: Whom do service providers think the demand is more, young, older women? Why?
Would she encourage or recommend women to use LNG-IUS? What are the women’s
reactions? How demand for LNG-IUS can be increased?

b, SR TS, LNG-1US @3 5ifawt & s
CHAR FF: FIF T BIRAT (XA IC T IR, T, I7F AReAR (&2 (7 [ WS SeARS 3t A F903

LNG-1US IR2I=7 & wRen gfsfas 62 LNG-1US sifewt et et orm

9. What opportunities prevails in the country to introduce and scale up LNG-IUS in the public
system?
Probe: available large cadre of IUD trained providers, copper-T IUD available in the system,
DGFP wants more options particularly long-acting, there are demand for suitable long-acting
method, logistics available, etc.?
S. AR PEBrT aFTaafer-S23esT 48 8 ST ATICTIR Ty (Aot & & Jratsisgfaar acaes?
CAR FF: I3306 fffire RAG CRIeMNR RUps, $5i1 13366 HbeT Ruysi=, DGFP 51 S S
iR RO 03 A~2IR o1 fs, T/ Sita A~2IR siafod bifent @i, Soreae Ry, 2wnifn?

10. What are some challenges/barriers prevails in the country to introduce and scale up LNG-IUS in
the public system?
Probe: many providers are not trained in IUD, there are lack of demand of IUD, husband is a
barrier of IUD use, women do not want it for side-effects, discontinuation is more, time

consuming service provision for service providers, lack of logistics, etc.?
0. AR FCHN @A 9AfE-S13385 9IS € SFIF I Ty crest @ & ricstes / qidt acace?

CAR FF: AT CRIENHFI SN23ST f#fFFe i, W23TT @3 bilznl F3, TN AZ3TT IR2IET @b 0,
e o 2ifSfEFa o=y «ff TS 51 71, (20T (eTR TR S (@9, CRIANHFIKIIE Gy ST AT 9 [,
TR TS, To7I?

11. You know, we are piloting LNG-IUS in only 5 facilities. Do you think LNG-IUS services should be
made available in the other parts of the country? If not, why do you think so?
Probe: How we can improve the LNG-IUS service provision. How we can encourage providers
to improve LNG-IUS services? How we can expand it to the other parts of the country, what
is your suggestions. What would be the training modalities, training and IEC materials, etc.?
53, ST S T SRt LNG-IUS ¢f6 e 2A13=5e Fafr) St @ e 3caw, LNG-IUS 93 Gt (resid Sy
S site Tl e Sfoo? T N FCA I, O (T ©f A ICEA?
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ANNEXURE D7
STUDY INSTRUMENTS

In-depth interview guidelines for facility managers
ITIFIAFTIAT AT A4S1F ATFIRFICIT f9¢q 9zt

GENERAL INSTRUCTIONS FOR DATA COLLECTOR

“u

1) An in-depth interview often describes as “conversation with purpose”. Typically, in-depth
interviews are much more like conversation than formal structured interviews.

2) When you do an in-depth interview; focus is on that person, his/her opinions and behaviors.
Here we ask, “what did YOU DO/THINK-----". We are asking informants to relate information
about specific behaviors, actions and beliefs concerning their own personal lives.

3) In in-depth interview, participant’s perspectives are counted NOT the researcher views.
Question like “What do you think are the causes of discontinuation of OCP? What is true FOR
You?”

4) Make sure that before asking any question, the informants know meaning of your key word. For
example, if “PPH” is being discussed, informants should have clear understanding what is PPH.
Special care should be taken to check the informants’ understanding of your questions.

5) Do not use double barrel questions (two separate questions in a question which have two
separate answers). For example, are you married and have children?

6) Never contradict with participant’s responses and say, “it is wrong”. Do not indicate any
judgment about what is acceptable and what is not. Interviewers should be careful and avoid
influencing responses.

7) To get detailed and complete answers, PROBING and asking the same questions in different
ways, two or three times are useful, and encouraged.

8) Questions should be asked precisely as they are written. Rewording and explanations should be
provided only when absolutely necessary.

9) As far as possible expand you notes on the same day, soon after completion of the interview.

Informant’s details SLATFFIAL ToitE

1 Name {19

2 | Designation %3t

3 | Facility name T2y (FTHA TN

1. How do you describe your services in this facility?
Probe: How long are you managing this facility? What activities do you do, which day, how
many providers are you supervising? How do you describe your experiences with the service
providers (FWV, midwives, MO) in providing health and FP services? How do you describe
their motivation and commitment for providing FP services?

S. SR @ (@FTE (T GTAT TMTeRs ©f FSIC I/ FIE=?
CHAR F: FOMA (93 (P ~ROEH TN Il F [ Ie I, (@FH (TN W, Food CRIZTNIIAIE JATSI3T
FE? SN FZy @ AR ARTIN ORI (8T CRIEVHINTE (ITTHSS, Rosaze, ave) A Hmy Sfews! Foi
Tl TR S AR SR R &y CRIZNFRIRITE C2Rel @ 2fexss Rreie o Faca

2. Copper IUD services are being provided from your facilities. Why do you think IUD utilization is
low in the country? How do you describe copper IUD services from your facilities?
Probe: How do you describe IUD services provided by your staff? What problems you see in
providing IUD services? Why do you think women discontinue IUD so frequently? Whom
with discontinuation is more evident, young, older women? What roles husband play here?
What are her experiences with IlUD removal process?
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3. AR AfOBIN AT P SN1238feq GIAT AV FAT 22COCRI AR IO T SA1238fC 99 4RI ATt FH @12
T AFSHIN CATE FAIT AZ3SCT G (WS TF PO 94T FAIA?
CARR FF: TN AT FRCE G TRRANTS 33T G AR FIII 90T A2 T4 WN33616 ORI Fre
farc Sy 6 6 73011 (HCR? il 6 30 SR FRETT (PO GCo! T 9 S133EG SAfo1el S

3. Have you ever received IUD training? If yes, how do you describe the IUD training you received?
Probe: What do you think about the IUD training for the services providers? Duration,
contents, practical class, training materials, supervision, place of training, etc.? What are
some good and bad points of IUD training?

©. if R Fae S3RSTTr aAfed fRrace? af few Aiczw, Sl oie s33efe af et Freta 3t Faca?

CA FFN: CRIENHFIRE Tolf 23016 ARl F((F ol TSI ~2Ifg, IS, IR S, A rFeeR

TR0, RIS, 2ffFRceR el 3orfa? |UD 23T 2 el o7 Siter @ Wil s 62

4. Have you attended LNG-IUS training with the service providers. How do you describe the LNG-
IUS training conducted for the service providers?
Probe: Was it sufficient enough for providing LNG-IUS services, in regard to duration,
methods of training, training materials used, uterine model used in training, client
counseling, client screening, logistics, place of training, etc.? Were there enough clients for
practices? What are some good and bad points of LNG-IUS training?
8. ST & CRAIAMIRFIRIHE 51t LNG-IUS gif et $9ifge freem? cratemieificns &=y LNG-1US 2ifisice et
A FAET?
oI F24: LNG-IUS 12388 ORT (a1 oy @3 el [ s foren, crm ~2ifts, e (nemig i,
afirrel ToRFe AT, TORF AT JTE, FICTFS SIS, FITH B, effmwre v @, e sz,
BT (I SRAETC Gy 21l alfzst et [ LNG-1US SI33%R eiffrrreis g Site @ wmist s 62

5. We have prepared and supplied an IEC material for clients. Have you seen it? How do you
describe the IEC materials used in the piloting program on LNG-1US?
Probe: Can she describe the client perception about the IEC materials? Does she think
women understand the IEC material, even the service providers? Is there any need of
improvement, could have been better, what is your suggestions? or Need a new one?
¢. SIET afzeittd &5 LNG-IUS @3 IEC T9i@ae (ot a2 AR IR Sl & a@tatt (reaees? ssifa @3
SN2 CAMATT LNG-1US 93 IEC 913 I371A [Foita 52 a2
CofIT FF: 1 [F IEC  T2RAge T (FINCHR Gieah 74T FRCS SATCE? (7 6 S0 S0 (RN EC SRR R,
QIR CRIeMIREIe? 5iF (P Tl T4 AT AT [ell, GBI SN SICeT S (It 11, O ST 72 3t
T HFRH T TR 1

6. How many LNG-IUS inserted and removed in your facility? (may be 100 clients). How do you
describe your experiences in providing LNG-IUS services in your facility?
Probe: Who mostly choose LNG-IUS, younger, older women? Why do they choose? Who
mostly remove LNG-IUS? Why? Do husbands play any role in removal? What are her
opinions about the insertion and removal of LNG-IUS? What problem/difficulties did she

sees during inserting or removing LNG-IUS?
b, T 93 (FCH FoBTT LNG-IUS 2T 932 S FAt IR (FITAT doo It @7 HHF 30O AITA)? AT @8 (FCH

LNG-IUS CRIF Sfowe! Feia 35 Fa=
CAR FFA: (T AR LNG-IUS =¥ I(F, OF, I7% [2e? (4 Ol @b 51w I (& Ao LNG-1US
AR FCE? (o FCA? TR T SAARC (1 X A T2 LNG-IUS SNi23TT 10T 8 SoARe 510F O
oINS 7 LNG-1US @i1235fT 71T @ Sopiel 340s St [ e eiyemRuia crea
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7.Your facility has given LNG-IUS services over one year. How do you rate LNG-IUS as a
contraceptive method? Why do you think so? Are you satisfied with the LNG-IUS as a
contraceptive method? Why and why not?
Probe: Have you or your service providers experienced any problems in providing LNG-IUS, if
yes, please describe. What are some good and bad points of LNG-IUS? Are the clients
satisfied using the method? Why and why not? Do client complaint while using LNG-IUS?
What are those? Are you satisfy with the LNG-IUS, please explain?
q, S S ISTCAA (@ ST 4CA SN FZ LNG-1US 93 Gt T Trafwaeed siafe 1 LNG-1US & ==t

FSIR EB/FHRA FAI? S @ 9@ Bt Facza? s & erafegees «mfe =1 LNG-1US Ao s1g8?
(P QR (P «?
CIR FF=: T A AT S GRS LNG-1US ORt frce Bice (19 STemig STl 208 A o a7t
751 LNG-1US g SIeT @ <1t e I afforr @b 929 I3 5 782 (9 @32 (@ a7 LNG-1US 3727
3o fIcy afzort [ SfStam I S0, 7 71 Sfecantesf [ siefq & LNG-1US At 138, 525 3511

8. In your opinion, how is the demand for LNG-IUS?
Probe: Whom do you think the demand is more, young, older women? Why? Will you
encourage/suggest women to use LNG-IUS? What are the reactions of women? How
demand for LNG-IUS can be increased?

b. ST W0, LNG-1US 5ifzat s
AR FF: I N0 ST (@R I T IR, OF, 9% A2elh (o S & sz Seorfzs 3t =i

FIE LNG-IUS IR2ER G2 sizeond efSfean 2 LNG-1US 5ifan et ettt 9

9. What opportunities prevails in the country to introduce and scale up LNG-IUS in the public
system?
Probe: available large cadre of IUD trained providers, copper-T IUD available in the system,
DGFP wants more options particularly long-acting, there are demand for suitable long-acting
method, logistics available, etc.?
>. ARIETE PICHTT QRS- SI3ZT AISH @ SIFI ATICH T+ (Het [ 1 et o
(AT TF: 3306 Affifirs [T ERIEMASIRT RUaF, T W330S M6y Rugsie, DGFP 517 witdt wifs<s
AR RO e A~ ~ls, TAge/Sicet A~ aiod bifen Gt Sice, SoResel Ruysi, Twri?

10. What are some challenges/barriers prevails in the country to introduce and scale up LNG-IUS in
the public system?
Probe: many providers are not trained in IUD, there are lack of demand of IUD, husband is a
barrier of IUD use, women do not want it for side-effects, discontinuation is more, time

consuming service provision for service providers, lack of logistics, etc.?
0. AR FCHN @A 9AfE-S13385 9IS € SFIF I Ty crest @ & ricstes / qidt acace?

CAR FF: AT CRIENHFI S23ST 2 fFFe i, H23TT @3 biznl F3, TN AZ3TT IR2IET @b 0,
e o 2fSfEFae o=y «ff TS 51 71, (20T (eTR TR S (@9, CRIATHFIKIIE Gy ST AT 9 [,
TR TS, To7I?

11. You know, we are piloting LNG-IUS in only 5 facilities. Do you think LNG-IUS services should be
made available in the other parts of the country? If not, why do you think so?
Probe: How we can improve the LNG-IUS service provision. How we can encourage providers
to improve LNG-IUS services? How we can expand it to the other parts of the country, what
is your suggestions. What would be the training modalities, training and IEC materials, etc.?
3. SR A (T St LNG-1US 66 (e sit3aiibe Fafl sisif & e 362, LNG-1US 93 Gt CRTsait Siepi=iy
ST Site Tt et Sfoo? T N LA A, O (@ ©f A IFE?
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2)

3)

ANNEXURE D8
STUDY INSTRUMENTS

Guidelines for exist interviews/home interviews
AgNITICAT AT ASIF AIFIRFICIT fACA st

GENERAL INSTRUCTIONS FOR DATA COLLECTOR

An in-depth interview often describes as “conversation with purpose”. Typically, in-depth
interviews are much more like conversation than formal structured interviews.

When you do an in-depth interview; focus is on that person, his/her opinions and behaviors.
Here we ask, “what did YOU DO/THINK---------- ”. We are asking informants to relate information
about specific behaviors, actions and beliefs concerning their own personal lives.

In in-depth interview, participant’s perspectives are counted NOT the researcher views.
Question like “What do you think are the causes of discontinuation of OCP? What is true FOR
You?”

Make sure that before asking any question, the informants know meaning of your key word. For
example, if “PPH” is being discussed, informants should have clear understanding what is PPH.
Special care should be taken to check the informants’ understanding of your questions.

Do not use double barrel questions (two separate questions in a question which have two
separate answers). For example, are you married and have children?

Never contradict with participant’s responses and say, “it is wrong”. Do not indicate any
judgment about what is acceptable and what is not. Interviewers should be careful and avoid
influencing responses.

To get detailed and complete answers, PROBING and asking the same questions in different
ways, two or three times are useful, and encouraged.

Questions should be asked precisely as they are written. Rewording and explanations should be
provided only when absolutely necessary.

As far as possible expand you notes on the same day, soon after completion of the interview.

Participant’s details Sexazaidia e

1

Participant ID: SRz F 194 SN13fe:

Participant name: SIXazFIR T Age: T1:

Husband name: Si25aZF 1A T A1: Age: T:

2
3
4

Address: Village/Mohalla: Unit:

Union: Upazila/thana: District:
TSy N2 35fb:

3T T/ A S

Insertion facility name: S1333T A@IAT (FCHA A:

Date of insertion: sISitt Sifa2: ’ Date of interview: SIFsIcF I Sifau:

Location of interview: S5 FIRFITIE =3I:

| N Wn

Name of service provider: GRIAWINFIAA FI:

>>>>Greetings

1.

Let’s talk about your children. How many living children do you have? When the last child was
born? How it borne?
Probe: ask about how many died, no. of MR/abortion done, when was the last time? Last
delivery was normal, assisted delivery, caesarian section?

3. B SO TSI AT F21 A1 SO FHee S AT SNCR? FAT AT ASICHA Tl ICARCE! =i [Feicas
! o AR
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2. You have inserted LNG-IUS contraceptive about one year before, how are you feeling still
now? Please describe your experiences at the FACILITY/PROVIDER during insertion.
Please explain if you had experienced any problems during insertion of LNG-IUS or
removal, if removed?

Probe: How is her satisfaction level using LNG-IUS? Any husband concerns? Satisfaction level
about menstruation, bleeding, cycle, duration, volume, etc.?
Probe: pain, infection, failed to insert, etc.? needed any medical attention for any of these
problems? If yes, where she gone for that treatment? Was it easy to get medical attention?
If not, why? How far she traveled for removal or get medical assistance?
3. SHfATST e > I SNt LNG-IUS AISTAcaied sitates, a2 A8 ol fFaas oiged Face"? LNG-1IUS
FSTREARE SR TN IR/ CRIZAAF T ACH T FCA A SAfowot o1 21 LNG-IUS ISz
AT/ LT CHAR ST AW (F I SR STA 20T AP O T FI I )

AR F2: LNG-1US TSI G210 OF 9fe/~T318 FopF? TN (PIN Srga! I TG S 72 M, 1e9,
CRIR FF: 12T, SACEF, 2T 1 #1131, T3 93 FFeT SR Ty (1T O IFR0TR w1 AR e afir ot 23, et
Ty (IR Azt BT stext & sirer fecem 3 A1 fiew A, ©T3 (P AW A122 0 (@l A HiFRAT gy oitE Foug
(T ZCARCE?

3. Have you visited the assigned facility/service providers 3 times for follow-up over the last one
year? If not, why?

Probe: At what times she has gone for follow-ups, 1-mont, 6" month and 12" month? What
experiences she had at 1-mont, 6" month and 12" month? Who provided services during
follow-ups visits? Can she describe any issues during follow-ups she had?

o, SR & 9IS > IBTA FCAMCHF Ty © A7 [ifde ey I GRS Ficg Picafeeme afa ar fica

YITFN O (P T?
CHIR FE: ST T, LB AP, SO FEH PTG Gy T PICARCT? ST 37, W AP, SIS FCH TSR
A O S weeo! 6?7 FCCAT A (F (F ORI MR P FACE (T 5y @17 AR/ 2] AP ofe1
FACS T |

4. Have you conducted any unscheduled visit to the facility/providers? Why and for what
reasons? Please describe your experiences during unscheduled visits.
Probe: Any other facility/providers? What impelled her to go for unscheduled visit? Do she
needed any treatment? What treatment, counseling/advise the providers had given?
8. AT fF F-YLIw I CRAIMINFIAT [RF6 (F AR STrFI FCACA? (@ @32 & T FCA0A? Wl I
SIS ST I Sifotee! I FF
AR FFN: S TR I CRIZNNFRE W0 e [ & FRee s «ifie Ameraie 3w 2efemn
PN 5 (T DR et R CRiegmaeR ot & e, are/Ssiomt ez

5. Did you use any contraceptive method before inserting LNG-IUS? Which method? Why you
have chosen to insert LNG-IUS?
Probe: for short-acting/long-acting, why she left it, side-effects, excessive menstrual
bleeding, etc.
¢. SR & LNG-1US IJR2ICET ST SAEF I ASRCAE A2 FA0o? IR I AIBCEA (P siwto? & LNG-

1US F2NIE &5 AW FAC?
CHARR FF: FTF-~ZTNAL=ZR, (1 @ 215 I e, sif-efsfaw, sfefie vt 3o, 2o
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6. How was your menstruation before using LNG-IUS (while you were not pregnant or
breastfeeding)? Was it normal in regard to duration, cycle, and amount of blood loss? If no,
what was the problems? What about after the insertion of LNG-1US?

Probe: after LNG-IUS insertion, decreased heavy bleeding, reduced pain, feeling better, any
other issues, etc.?

b, LNG-1US I32ITI SITot S T (@ [REeTt (327 Seif o1$aSt fRee™ 1 3t A@HE I VY Aeqie

)2 Wb T =2y, bo 932 ST SARTT [REEAT T@we R Nhe W Jaw0 1 200 A, o &

epjfat fREA? LNG-1US 2RICTR 2 e szt @2

CAR FF: LNG-IUS 7RI 77 SR IGTR[ FCACR, T2A FCACR, SICE SJS FICRA, S (T 39, 3971U?

7. Have you experienced any other serious* health problems/complications since last visit (after
12" month)? If yes, please describe.
Probe: lost string, lost LNG-IUS, perforation, ectopic pregnancy, intrauterine pregnancy, life
threatening condition, hospital overnight admission, disability or incapacity?
q. 915 fefenta o/ (7 fSfEb 33 TP e SR & (@I wFoq I~ TPUIEHACIT SATe? M T AF
O AT FEA|
CHAI ;o 2T ey, LNG-IUS 2R Picice, fow 293, Gy qifecd ey, GoRe oot ey,
TR S, ZPIHAOICE OF A1q AT, STFS! 1 ST, 3w

8. What has your overall experience with the LNG-IUS been so far? Please describe. Why are you
continuing with this method? Can you explain what do you like most about the method and
what do you like least? Will you use another LNG-IUS? What about husband, does he like
it?

Probe: no access to removal, afraid of pain during removal, etc.?
Probe: last for 5 years, low risk of pregnancy, reduce heavy bleeding, etc. and not like
because of menstrual changes, insertion procedure, husband concerns, etc.

b. Q2 T8 LNG-1US IR2IH S STifae Sifeteet &2 it F1 S @ siwfod I3217 Hifc Tiee?

A AFod (@I MEPBT FACETT (@A 17 FCAT 932 (FIH MFBT AICETH (@A SoIR™ S, AT T2 AT &

o7 @36 LNG-1US 332 F303? T fmabt (& 399, G e @bt 3324 sigw 362

CAIR F: CAIETI (I 0! 13, CARAITS AR ©F, 397
CAI F=T: ¢ IO I AW, SIS TG 33, NS SR T@FGR S, 397 | @2 27w T =1 I e
A, 2RI “afs, TN Srgal, 2ol

9. What has your menstrual cycle been like since the insertion of LNG-IUS? Please describe.
Probe: regular bleeding, irregular bleeding, frequent bleeding, spotting, reduced volume,
decrease duration, no bleeding, irregular cycle, etc. Whether she likes it or not the problem
(s) experienced and why?

5. LNG-1US 79 CIt& S FMifird o)zl (@2 wal 3ed 311 F841
CAR F: (NS ITTR, SRS TFIR, 99 9 ITTR, (F6! (F6! T@ ST, 2R S T8, ~2fkg I
ST, (FIF I 1 &, T b S, Iori) (T 71 F3e1 R 3 71 F GF 21w Fhco! [fE S0 1,
32 (P AR PACOT G (P 2RV FACOT 1 2

10. Have you noticed any other changes in your physical or mental health that may be related to
the LNG-IUS use? Please describe the changes.
Probe: headaches, acne, mood changes (depression, anxiety), etc.
So. WA @ oy i Hifafae At TP SAfRISH =7 Az T LNG-1US IR &= 20O A2 Wl I
ARIISTGTE A T2l
CI Fo=T: ST IR, T, CTeTITerd #fioe (R, Trgeh), 295
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11. If she removed the LNG-IUS, where did you remove it? Why did you remove it? What is your
experiences in removing LNG-IUS?

Probe: NGO clinic, government clinic, private doctor/clinic, it came out by itself, etc.
duration of removal, discomfort, how far she travelled to remove it? How easy or difficult
was it to find a doctor to remove the LNG-IUS? Did she pay for the removal? Any
complications during removal? If yes, what? Has she started another method of
contraception after removal? Which method? If not, why?

53, T BT LNG-1US SToRTiaet IR A, @I LNG-1US TERa? (3 JERa? YACs ficy o sifeteet &2

AR FF4: NGO Fe, sres e, aizret fef/firer, o wifires @i arifke, 2o, ce
AN =21, SEE, LNG-1US (U & $o7e (09 2R LNG-IUS (U1 &) 956w e sfreat
FObT ARG [ Fd L2 (A G R BIel e 2eafRest? A 0 (P @fbeTol R 20T B2 SepiEeel
A AN GATICR a0 B SR (FH A=9? M 24O W J1 FC ACF, ©OCF (2

13. How satisfied or dissatisfied were you with the SERVICES provided to you at insertion and at
any later visits? Please explain.
Probe: procedure, waiting time, service times, friendliness of service providers and other
staff, privacy maintained, quality of advice and information, experiences during insertion,
removal and follow-up, etc.?
9. LNG-I1US RITIT 8 TCATSTAT (T GTAT SANICE (A8 CARCE! OICS AR FopF AGE I SPge? Wl FCh
AR FCA 2
CA FF: 2”0 I AR &G, OFFIR T, ORI (MeTF 20T W, CRIEMNPRl @ Sy So1wrd
PSS!, NPT 1, TAH 8 SCH SOFCI A, AL, CAIE 8 FCACR A Sfwees], Twyilu?

14. Were you given clear instructions regarding what to do or where to go if you had any problems
or side effects from the procedures done? What has been told?
Probe: GO/NGO/Private facility; what to do if she has pain, expulsion, excessive bleeding,

loss of string, etc.?
8. TEICE & sifaia Mot areat SeafReel (3 & F40e 301 A (AT Ao 3@ IW AT 3 Cdienig i

I SR At Arfeifeiarm e i gt zcafeeat?
CHT F: FTSCHD (HF, NGO 3, 213tsh (3w, F (3909 27 I ©F 12t 27, LNG-1US 3f2s =03 7%,
wfefie Tewee 23, ol 2 TY, Toni?

15. Were you given enough information about where to go if you decide to remove your LNG-IUS?
Probe: this clinic, doctor, specialist, GO/NGO/Private facility, other facility, etc?
S¢. SPFFICE & AT o2l (e T FCARCAT (FIIT (0o 2 M AR SiviE T LNG-IUS YT CFaiea=?

CH F: U3 (7, DT, R, et e, NGO e, di3tsh (v, =iy (%, 3oy

16. Were your referred somewhere? Please describe, where and where?
Probe: If yes, reasons for referral? String lost/became small, Severe lower abdominal pain,
Amenorrhoea, Irregular menses, Heavy bleeding, Prolonged bleeding, Suspected pregnancy,
PID, Sepsis, Investigations, etc.?

S, FPIF F (F1ANe (@FI FAt 2CAMRCE? I T SATNCE (F I @THIF AT CARCAT 932 @2
CofIT ;M 2T 2, (TR FK PRN@ [ R0 o 2IC/CRIT 20 WS, 26T SeCois A, R =1 267,
Sfzfe TR, S IT TR, Mo qeF, Fvee-e ek, PRafS, AR, 2o

17. Would you return to this provider or facility for health care services? Why/why not?
Probe: Service is not up to the mark, Provider does not take care, Not all service available,
Expensive, etc?
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9. FYCRIEA &5 AT fF A 93 CRIFVINFIA A TYCICH T SIPTIA? (@ SIS 51?2 10 S50 1 51,
S 93 FAd &2
CHARR FF: AST T S I, GRILTHFIN Tg (T W, 7 (7SS T 1, 25 ([N, Topiiu?

18. Would you recommend the LNG-IUS method to your friends/relatives who needed
contraception? If yes or not. Why?
Probe: need long-acting method, good method, work for 5 years, reduce menstrual
bleeding, etc.
S, ST G- TE/IF-IHICE TME STARTHCNR S 1H Oiend & A LNG-1US sfe 35a2id F4ce spsiifas
FAE? M 2 A AL, @2
CHAIR T STV N~ AGRed LG, S I, ¢ I 403 F1& I, M TeTK FAT, 3oiii?

19. Would you refer your relatives/friends to this provider/facility for LNG-IUS services? LNG-IUS
Why and why not?
Probe: Service is not up to the mark, Provider does not take care, Not all service available,
Expensive, method is not good, etc?
5. AR & oI SE-Fo/IF-IFAME 93 GRS F=IFCH LNG-1US GRIF &) SIPCe B2 T
A AN Y, @2
CHIR FF: ORI -1 I, CRIATINPIRN TG (N 1, I (T ANSA T =1, 496 (9N, #7ilb Sice 1, Foyifu?
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Acceptability, satisfaction and feasibility of LNG-1US questions*
LNG-1US a7 adzataae, A3f8 a3 AggS axsa

Read to respondent. Now | would like to ask you some questions about how satisfied you felt with different
aspects of the methods, continuation and your visit on insertion day/today at clinic. First, | will ask some yes no
questions to you to respond. Then, | will ask you some questions to rate each question from 1 to 5 (showing
pictorial response card) where 1 means very unsatisfactory, 2 means somewhat unsatisfactory, 3 means not
sure/neutral, 4 means satisfactory and 5 means very satisfactory.

Mark v in the appropriate box for each question below

TBAMIOIR AT CHIAIN: I S SAICE 2afoq [fon 33, =i iy e a2 #afo A=t = 31 Siers fofan 10 s Feps
TFE (37 RAC 2% SN 22AoT0: F S 57 2041 (@F 2 TR0, 1 A1 Ted e oRe[, SN Siemice g o 9011 9 St G
T D (AP ¢ AT (R AR (AR IR S I S0P SPFE, X IS [F61 ST E, © JAC oS JY/ F=09%, 8 AT AFE, @2 ¢

QI 373 G|
e ofobT gAY Tetad ooy v M

Attitudinal criteria of acceptance of LNG-IUS contraceptive method

LNG-1US TSHta % oq a=eiCsior fees g e

NA
Attitudinal criteria Jf&sre viEeh e Ygs ':? AT
DK
1 Do you like the LNG-IUS method you are using? 3= (I LNG-IUS “&{® IR27 3302 ©f & 27w
FEA?
5 Would you like to continue this method for 5 years? Sii#f & @3 “&fSh ¢ IR0 Sy HIfeTC (0o
12004
Would you like to insert another LNG-IUS after expiry of the current one? i+ & IEMCT I C*
3 | e o oy @l et wZ T s B
4 Do you like the additional benefits (such as reduce heavy/prolonged bleeding) of the
method? @i & 3 *4fo7 e ARuIaf 2w FE (T R TETR/AL=2N ITTH)?
Would you like to recommend your friends/relatives to use LNG-1US method? @i« & S=i=ig
> G-V SGR-FGAT LNG-IUS 7l I Gy i e
Would you like to suggest your friends/relatives why this method would be good for them?
6 | et o wioters - G- TG AT i b1t (e LNG-IUS ~S it o0 et 2032
7 |Do your husband like the method? SRR 7S F *&foh o w2
8 |Is it a matter, if he likes or not like the method? 7 *&fSh “igw T35 3t 71 FF3 5! [F (T GioD
Behavior criteria of acceptance of LNG-1US contraceptive method
LNG-1US ISRt #afoq a2eitason Ofesis Sbaee/<Ries e
1. Very dissatisfied 2. Somewhat dissatisfied 3. Notsure 4. Satisfied 5. Very satisfied
e® ® @) © ©O
3. TJE SAFE 3. b opige o, [f*vw 7y [ 8. 738 @ %43 TFE
How satisfied were you with the following? 1 (23|44 5
fACs SRS FNCH ST FSB1Tge R ®® 6| o|e|eo "
You have used LNG-IUS over one year, how satisfied are you? Siiifq o » 39314 43
1 inGaus IR FACA, A FOBT HFE?
Although you are using the method, how satisfied your husband are? 3fre sy
2 &fSh TRLIT FACLA, GTS S TN FO6T 7FE?
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You have discontinued the method after ..... months of using, how dissatisfied
3 |were you with the method? 4 “&foha IR ... I ST (FCT MCACRH, S “zfsh
IRIIE FO6T 7FE [T

How satisfied are you with your volume of menstrual bleeding? Si=Riz M1 3@

8 | e oA o o <ot g2
How satisfied are you, with your duration of menstrual bleeding? =R M1 3@ FIH
3 | g s el b1 T
. How satisfied are you, with your overall menstruation? iz sisfae s ez st
TS5 FE?
How satisfied are you with LNG-IUS as a contraceptive method? &3 *f&fe
7 | LNG-1US Frsief bt oram
Facility criteria of feasibility of LNG-IUS introduction
How satisfied were you with the following (service provision) at the facility? 1 |2
LNG-IUS SISRtA14E Amf® o8/51 FAIR & (Iead eiyel fFeffaze A® | ®

e Srafde Ry (3t [t Riw) Seif Fob1 515 e fRea?

1 |The opening hours of this facility? (& CIeT= 72
2 |The cleanliness of this facility? (P AfiwE-sAfizTon
3 |The length of your waiting time to be seen? JFFRIIF MR &=y SCAFIF TACIL CULT?
4 The friendliness and respect of staff shown to you upon arrival at the facility?
(T IR 27 IR (T I G432 5 (HRTI02
5 The friendliness and respect you received from the health care provider?
CRIGTFIRE 1R (AT A (T 37 G T (IR
The level of privacy maintained during your service provision? GRIZWICTE 7 (I
6 | ot oottt ot et 2R
7 The length of time that you had with the health care provider? CRigNFR 2w
(T (AT AT T FCACA?
5 The quality of advice and information that you received on the insertion day?
LNG-1US Z1if et (3 (PIRifeiBay/ e toi SoiemT @92 ©2y 81297 SCA0Re/CAIIRA?
9 The way procedure was done on the insertion day? 351« i (I T/ 2T
Sy 2ifERi ST w41 2eafRer
s The advice and services you received on the follow-up day? FCeT-SICR = (I G
32 THAT &2 FCICRA/TATACZA?
o Your overall experience at the facility on the insertion day? 3 4 (It =Hio=IR
e efetrorm
o Your overall experience at the facility on the follow-up day? FC=-SIC54 faw (e
oI e Sfoewsz?
o HO\.N. much satisfied are you to recommend your friends/relative to visit this
facility? SR F-IR/SG R-TG(F G2 (IR S AT AR 311 &y SNi=if Fob! 7Fge?

e Alan Keller 197930
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ANNEXURE D9

Pre-post Training Tests and Evaluation Questionnaire

IUD Provider’s LNG-IUS Training
AfAwa o437 4fAFa AFIST AT @I LATITT LWAQ

Instructions: Please circle the appropriate answer (s). There are possibilities of multiple answers.

Questions Responses/Codes
01 |Have you heard about Levonorgestrel Yes=1 No=2
Intra-uterine System (LNG-IUS? =1oifS f& Py TR
TSGR 3G1-38C5a13 HICHN (957afe-
IIZZSA) T=ATE WIACZA?
02 |Have you heard about Mirena IUD? Yes=1 No=2
oAt @ e SR2E T seitd wiea? =y A=
03 |What hormone does LNG-IUS contain? Copper=1 Eestrogen=2
QFAGATGT-SNZZTQACS (FIT ZACTI ACF? Progesterone (Levonorgestrel)=3  Don’t know=9
A=Y ACHIEH=)  CANEEo (CLONIEGT)=0 Gl Ti=»
04 |How much levonorgestrel hormone is in 30mg=1 52mg=2 100mg=3 Don’t know=9
an LNG-1US? vo Rfeiam=y  ex fFferam  doo fferam e a=s
QFGTTEGT HZIBGCS FOpF FICSIIGH AT
ACF?
05 |How does an LNG-IUS works? Mainly locally in the uterus=1  Through body system like pills=2
QAT G-SNZ3T QT (TSI Fiw A2 Both locally and though system=3  Don’t know=9
TS FRTSII GARCO=>  Pe/AfT TS AR PSR T =2
Bl @ WA PGS SO M= T T=y
06 |Does hormone in the LNG-1US absorbs in Yes=1  No=2 Don’t know=9
the body? 9=er-=N338@ 2aC & =T Py =y Gy

onfae T2

07

In which process an LNG-IUS work?
@I AfFarT 9awTe TNIZSAT IS FCA?

Inhibiting fertilization by

Inhibit sperm motility=1

Thicken cervical mucus and block sperm to pass to uterus &
fallopian tube=2

Suppress endometrial estrogen receptors and thinning and
atrophy endometrial lining=3

And partially prevent ovulation=4
None of the above=6 Don’t know=9
FIBAIRCEH I AT CTSNA:

GG BT =D

G T T F(F IR WFRLF TEIY € Feafe 5o ey cars 3!
M=

TGRS SCRITS RCT5a AP/ $C COICIG I 3L AT @
UG/ FE=0

9 TIPSR [CRCFIHT 2SR FCa=8

T Ref=e  TAmm adhe J=0 T =y

All of the above=5

08 [How much is the contraceptive 100%=1 99.9%=2 98%=3 90%=4 Don’t know=9
effectiveness of an LNG-1US? asta=fer- 300%=d  SHI%=] Sr%=9 50%=8 W =5
TAIZ3TA SISHCANT FIIFiIFe FohbF?

09 |Is LNG-IUS an abortifacient? asaafe Yes=1 No=2 Don’t know=9
33T & ISoireFIA? ey A=y AR

10 |Can an LNG-IUS be used as post-coital Yes=1 No=2 Don’t know=9
contraceptive like ECP? asiaAfer s1i3g3%as gy T=y @i T=

¥ ST stage! SrSfcaigs R 929 Fa1
T
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11

How long an LNG-IUS can be used? a3f6
QST TZZG QT FoM a2 FAT T2

6 months=1 12 months=2 3years=3 5years=5 10 years=6
Don’t know=9
LAM=Y  SXAM=Y O IRW=9 ¢ IVW=¢ S0 R Gif =5

12

What is difference between a copper
IUD and an LNG-1US? %5i17 =11338(e @
Qe SBZG QT @ ey NLFT 52

Cu-IUD effective for 10 years & LNG-IUS for 5 years=1

Cu-IUD contains copper and LNG-IUS contains a female hormone
progestin=2

LNG-IUS used for contraception and treatment purpose but Cu-
IUD only for contraception=3

All of the above=4 None of the above=5 Don’t know=9
TR WBITIE So IR T €32 I ET- BTG ¢ IRCI &) PIIFI=d
TR BSOS FI1F AF G2 GFAT-SNBZGINCS FRHA- 2 CRATTHA
=3

GETGE HBZT T ISR @ R Srmeey 397 27 g TR 33T
GYAG FSCHCHE T IS 27 =0

TR Refe=8  TART IS q=¢ &Il =5

13

What are the indications for an LNG-I1US?
9AANE-=N2389 & fF Fice I7ge T

Long-acting contraception=1 Heavy menstrual bleeding=2
Cramping or pain with periods=3 Endometriosis=4
Endometrial hyperplasia (abnormal growth of the lining of
uterus)=5

Adenomyosis (uterine lining tissue goes to muscular wall)=6
Endometrial protection during estrogen therapy for menopausal
symptoms=7

Anaemia=8 Don’t know=9

Tz SREe=y T oF TETR=2

I/ RGBT SRR AR T =0 ACHITIFIFPI=8

UGG 222 (S fewtee S sHeie Ja)=¢
UGB (SrH1d FSSCRR S Ao 2fibicd i eq=v
AT SR CER Sy SCRICS CRIH T QUG TGN 19 Selj=9
IFFO = G T=S

14

What are the benefits of an LNG-IUS
use? QAT SZZTAS a7 JARICAT
AResieR F &2

Highly effective contraceptive action=01

A long-term reversible method=02

Lessening in frequency and amount of menstrual bleeding=03
Can be used by any women of reproductive age=04

Easy insertion and removal=05

No estrogen and estrogrnic effects=06

No daily action required as pill=07

Eliminates the need to interrupt sex for contraception=08
Doesn't require partner participation=09

Can be removed at any time=10

A quick return to your normal fertility=11

Can be used while breast-feeding (4-6 weeks after birth)=12
Don’t know=9

TOJE FPT ASCAT=0d N~ Fomtres Aafo=ox
fPeIcafay wae MICes @ FIRe AR FT=00

AT IO (T (P AR G2 FACS ACF=08

ARCE AHICAT 8 AL A1 A=0¢

T 3OHITE G3R CRITF 2SR (F3=0v

foIteT STt efofne fTe 2T Fi=0q

ST Ty (T M (NS AT 1 FCd=0br

S ST TEFR ST ql=0d (T (I SN ST (Fel TF=30
THTITO! B [ T=5d

0 74 WG TS GRS F1 T (TG GCAT 8-b AGIZ =53

i =5

15

Which of these side-effects are
associated with an LNG-IUS use?

Changes in menstrual bleeding patterns=01
Spotting and intermenstrual bleeding in 1 few months of use=02
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a3 A sffefarwia e @ ei amasie-
B3 G FIZICAT 9F AN RIS?

Enlarged ovarian follicles=03  Ectopic pregnancies=04
Pelvic inflammatory disease=05 Uterine perforation=06
Expulsion=07 Headaches=08 Breast tenderness=09
Vaginal discharge=10 Cervicitis=11  Dysmenorrhea=12
Nervousness=13 Depressive mood=14 Acne=16

Don’t know=99
THF TFTET B offada=0)

GIRICH 2T FCIF AT (FBT (F 15T T& 992 42 NS ACH 7@ A S;=0%
GO Ffopet 0TI BT AMeT=09  TUIYF AMRH FSIFA=08
Prensfb=o¢  TOR] FUHI 20T TeT=0b

GEGTG- 2259 2T 2CT AeT=0q  WARGA=0lr

T JAFNTOl=0d (AN TRF=do  RFGAMTLA=Dd  ATAII TAT=d2
TP (AAE=00 OGP (NGG=08  F=3¢ &I A=

16 |Which of these warning signs/adverse
events are associated with an LNG-IUS
use?

a3 e iEad o Reveiess @b
QETaTEr STI3RTA Q7 ST HLY@/oM28?

Ectopic pregnancy=01 Intrauterine pregnancy=02 Sepsis=03
Pelvic infection=04 Irregular bleeding/amenorrhea=05
Perforation=06 Expulsion=07 Ovarian cysts=08

Breast cancer=09 Don’t know=99

GIYA AIfRCH SHRA=0d  GORE SO(F ASqRe=02  (FAPPI=00

(oD MFTI=08 SO TFTR/AF =0 TTHIY few 20T AsT=0y
G- 32T A2F 2T AeT=0q  fEIMTTA FPb=ob T FI™TF=05
Gifl A=

17 |What are the contraindications of an
LNG-IUS use? asa=fer S1338a 97 IARICAT

FoIRfSTEafesTe fF &2

Pelvic inflammatory disease=1  Gynecologic infections=2
Cervical or uterine abnormalities=3

Cervical, uterine or breast cancers=4 Liver disease=5
Unexplained vaginal bleeding=6  Don’t know=9

CRET AMRER @D B RETI=1

NS I TARF SRTSIRFol=0 S, T I T IFJAI=8

TPOOF (MI=¢  SRF/ SRS (A Mg g@aro=¢ @i 7=

18 [When an LNG-IUS can be inserted?
FUAF QG SAIRZGQT AT T2

Within 7 days from the onset of menstruation=1
Anytime, if it can be confirmed she is not pregnant=2
4-6 weeks after abortion/delivery/MR=3

All of the above=4 None of the above=5 Don’t know=9
TRF wF 28T 77 q M7 TCr=

T S T, T @b e T3 717 fOF oS3t F7=%
NSHIS/ ST/ TSN GF 8- FATZ =9
T Ae=8  TART GFhe A=¢ TN T=5

19 | What should be screened before
insertion of an LNG-IUS?
QAGTIS-STZZTQST AT ATICH st B fFe
Fal Sfoe?

PID/STI=1 Uterine abnormality=2  Pregnancy=3
Uterine, breast tumours/cancer=4

All of the above=5 None of the above=6 Don’t know=9
PreEfe/TmEeEy  TRRE IFeIReo=y  TSRE=0

A, BCR B GHR/FT9=8

T Rafe=¢  TAET WIhe =y T T=

20 | What should be counselled before an
LNG-IUS insertion?

QFGATTT-SNZS A AT SACst FT Al (et
Sfoe?

Don’t protect PID/STI=1

Side-effects associated with insertion and use=2

Can be removed any time and fertility returns shortly=3
Health benefits of LNG-IUS use=4

Placement/string regular checking=5

All of the above=6 None of the above=7 Don’t know=9
GEAIRE-BE T PRz g bz (A T F03 T=

AT G2 IR AL TA=AF o1nef efofFana o=y

(T (PG 7T YT (T T G932 4R A2 GGl fFCa SA=9
RS- G T RN T Fdi=8

ComCT/ g2 s ofe Fa=¢

ToF Raf=y  TAR aIhe I=q SN T=5
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21

What conditions require precautions
before inserting an LNG-IUS?
QFQTIE-SNZZSAS AR ST F I T
RECE &y sTodel Aearew?

PID=2 High risk of STI/multiple partners=3
History of ectopic pregnancy=4

Severe arterial disease or valvular heart disease=5

Other anomalies and cancers of reproductive system=6

All of the above=7 None of the above=8 Don’t know=9
TERE=y Prensfe=y  wibwiz/ gl (T TR T Jfe=0
SCEIPF oS 2fozmi=8

@I A (19 A BT 216 Fiere=a

S TSP €32 2fere PG TR FTk=y
TAR Raf=q TAGT @Fhe J=b Gl F=

Pregnancy=1

22

What is the rate of fertility return in first

100%=1 95%=2 90%=3 89%=4 Don’t know=9

year of LNG-IUS discontinuation? S00%=d  SC%= S0%=9 bd%=8 Gl =5
AFQAE-SZZTA IF FAIF AN IZA
TSI T F© A g T2

23 |What percentages of women become 5-10%=1 10-15%=2 15-20%=3 20-25%=4 Don’t know=9
amenorrheic of its first-year use? G-50%=5  S0-3%=% S-X0%=9O 0-3¢%=8 T A=5

OG-SR A TR AT IS F©
*Horex iz TE I 20w T

24

Which drugs may interact with an LNG-
IUS use?
@ ST IR AT geiafe-=n2sast

a7 Afefaa zce sifca?

Insulin=1  Anticoagulant (Warfarin)/blood thinner=2
Steroids=3  Antibiotics=4 Antacid=5

All of the above=6 None of the above=7 Don’t know=9
=y ISR (STHFIRR) / I& o F97 89=3
ChIEE=0  iGIEbe=8 @bie=¢

T Refe=q  TAEE @b A= T A=y

25

In addition to basic questions, what are
the other questions should be asked to a
client requesting for an LNG-1US?

Al e wiete, afaafe-s33Sat™ o=y
fereeT w4t Efow?

Take any medications (particularly insulin, anticoagulant and
steroids)=1

Have diabetes or high BP=2

Have a heart condition or have had a heart attack=3

Have migraines=4

Have blood-clotting problems or have had a stroke=5
Recently gave birth or are breast-feeding=6

All of the above=7 None of the above=8 Don’t know=9
(X8 @Y 82 IR 11 (RO e, SIFGTPRED 992 CHATT)=)

SRR 41 212 R wicg Rev=2

29 (I SRR <1 26 SIGIE 200 o=
FFC (R Rei=8

AT GG I TP AR I CFRF 2R [Reei=¢
S AGI T MCACR A JLPA 74 ASATR =0
THARE Ref=q  TART GFHe J=b TN T=
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ANNEXURE D10

Pregnancy Confirmation Checklist
AS13Y RvoFad GFFH

1. | Participant’s ID: SixazaF1Aa Sizfe

2. | Facility name: CRRIGSTHA T

3. | Provider’'s name: GRRIZWINFIAL IS

Y S S
4. | Date of service provision: G Sifgd g 3T 777

Date Month Year

Do you have child less than 1 month, are you absolute breastfeeding, and you do not have 0 [
5. | menses from that time? S S JERS T ! B ICACR, S [F S @Y 079 14 SR

93 ST R (5712 5T (ACF (I WM (32 1Lz

- Are you avoiding sexual intercourse from last menses/delivery? Si=if¥ & ¢x3 SifoRe/2p1ca 27 o[ ]=
| A AT e ST BTt 1[]=
. 0 []m

7. | Do you have birth in the last 4 weeks? S5 &5 91 8 FACRI (LY (FI TSI 2CACR? 1 %
. o[ ]=

8. | Have you started menses in the last 7 days? SR & 97 q M 3y T @ 200R? 1 Oz
. ) . o []m

9. | Have you had abortion/MR in the last 7 days? % % 9@ q Mt JCK7 TS0/ a4 2CACR? 1 %
Are you using effective contraceptive continuously and correctly? == & fF=fifyes a3 0[]

10. | FRFTSIE IR (I TSR IR FCZA? .
1 []=f

Instructions fRCa:

> If participant say “yes” to any one of the questions number 5-10, then she is free from
sign/symptom of pregnancy. You can assume she is not pregnant and no need of pregnancy
test. Then, fill up questions 11 and 12. aft SHZAFIA ¢-30 TICIF ATHA CT (FINE QFHBCS " A, O A
ASZI 5T A T CAF &I TN AT 4T FATS A= ol SISt A @32 STSRFE AT ATASH (31 Q9T 2 7L 0
Q32 5% A FA

> If participant say “no” to all questions, then it cannot be said for sure she is not pregnant. You
need to do pregnancy test for these women to be sure she is not pregnant. Then, go to question
number 12 and fill it. T SRHIZIFI T AT T " ICH, SR (60 I I T A GT SIS TN 93 AP
ARE SISITST T ©f AR 2SR Ty SFSIIFT AIH! FA TIF AN Q9T 2P T2 33 7 FF!

Not pregnant = Participant eligible for LNG-
IUS
0 [ ]SSt al 2 Sexiezeial LNG-IUS @7 (s

Urine test f : STSYIACHR Ty AT ST
11.| Urine test for pregnancy: 51 i Pregnant = Participant not eligible for LNG-

IUS
1 [ ] a8t = wiexiazial LNG-1US ol =
. 0[]
12. | LNG-IUS can be inserted: LNG-IUS ¢v=1t (TS At 1 |:| -
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08. Procedure for maintaining confidentiality

The study team will exercise the utmost discretion while collecting data. Participants’ names and
contact information will be collected for follow up. Upon study enrolment, study staff will assign
each participant a unique study identification number, which will be recorded on the hard copy of
each participant’s questionnaire; the information collected will be linked to identifying information.

All data collected as part of this project will be stored in a secure location at the Pathfinder
International/Shukhi Jibon offices in Dhaka. Only authorized research staff will have access to filing
cabinets or any research files or documents. The participants will be informed that the national and
international regulatory agencies and sponsoring agencies may request access to the medical or
other confidential records of participating subjects, but the identity of subjects will remain
confidential. As such, the informed consent will also include the statement, "As part of the sponsor's
monitoring program, the participant will be asked to acknowledge the possibility that an interview
may be requested by a representative of the sponsor of the trial to determine whether informed
consent was given. If an interview is requested, the subject will have the option of
accepting/declining the interview."

The primary ethical consideration for the study is the protection of individuals and any sensitive
information provided. The risk of breach of confidentiality of information, we will ensure that it does
not happen. All investigators and research staff involved in the study are committed to respect the
ethical principles of clinical research and they will be thoroughly trained on ethical issues.
Experienced research team will be employed to conduct the study. All research staff involved in the
study must complete the web-based training course of “Protecting Human Research Participants”
from National Institutes of Health (NIH)/FHI. Research staff and service providers will be thoroughly
trained by the Principal Investigator (Pl) on ethical issues on clinical research dealing with human
participants, participants’ confidentiality, and study procedures.

All information recorded electronically will be stored in password-protected computers, accessible
only to authorized research staff. The Pl in Dhaka will train research assistants and other study
personnel on the importance of protecting participants’ confidentiality. Computer printouts and
related documents will be disposed of properly. Raw data will be stored in a locked
room/cabinet/drawer at the Pathfinder International/Shukhi Jibon’s Dhaka office for three years,
after which it will be destroyed. When results are disseminated through reports, journals or
presentations at meetings, data that can potentially identify participants or the facilities will not be
presented.
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ANNEXURE - E

o Total Budget.
o Detailed Budget:

1. Personnel Cost: (Professional Scientific Staff, Technical & Other Staff. Please
mention percentage of time to be devoted by each personnel to this Project).
Field Expenses/Laboratory Cost:

Supplies and Materials (Items & quantity to be specified):
Patient Cost (If applicable):

Travel Cost (Internal travel cost only):

Transportation of Goods:

Office Stationery (Items & quantity to be specified):

Data Processing/Computer Charges (If applicable):

. Printing and Reproduction:

10 Contractual Services (Other than manpower):

11. Miscellaneous:

CoNoORWN
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ANNEXURE - E

Total budget: BDT 5,538,660

Total budget for this study is taka 5,538,660 equivalent to US$65,160. The Pl is a public servant and Co-Pls are the regular
staff of each organization. They will provide voluntary services in this research. No time will be charged to the project.

Detailed budget:

Items
1. Personnel Cost: (Professional Scientific Staff, Technical & Other Staff):
a) Research coordinator @100,000/person for 1 person for 18 months
b) Other supervisory staff are regular staff of each organization-No payment

2. Field Expenses/laboratory expenses: (Data collectors' salary, food, and lodging)
a) Salary @30,000/month for 2 data collectors for 2 months
b) Food and Lodging @1,000/day for 52 days for 2 data collectors
c) Collection of service statistics @30,000/month for 1 person for Imonth
d) Food and Lodging @1,000/day for 26 days for 1 data collector

3. Training of Master Trainers
a) Per-diem for 10 MTs @1,600/person for 2 days
b) Lunch and refreshment @1,000 for 15 persons for 2 days
c) Venue charge @10,000/day for 2 days
d) Resource persons per-diem @3,000/day for 2 persons for 2 days

4. Training of IUD service providers
a) Per-diem for IUD service providers @1,600/person for 10 persons for (5+1)=6 days
b) Lunch and refreshment @1,000/person for 15 persons for 5 days
c) Venue charge @10,000/day for 5 days
d) Resource persons/MT per-diem @3,000/day for 10 persons for 5 days
e) Lodging for IUD providers @4000/person for 6 days for 10 persons
f) IUD service providers transport cost @2000/person for 10 persons

5. Orientation of FWAs
a) Per-diem for FWAs @1,150/persons for (5x10)=50 persons for 1 days
b) Lunch and refreshment @600/person for 50 persons for 1 days
c) Venue charge @5,000/day/area for 10 persons for 1 days for 5 areas
d) Resource persons/MT per-diem @3,000/day for 2 days for 2 persons for 5 areas
e) Resource persons/MTs transport cost @6,000/day for 3 days for 2 persons for 2 areas
f) Lodging for resource persons/MT@4,000/day for 1 day for 2 persons for 2 areas

6. Supplies and Materials (Items & quantity to be specified):
a) Bag, umbrella @1500/person for 3 data collectors
b) Training materials/photocopies for MT training @500/person for 10 persons
c) Training materials/photocopies for IUD providers training @500/person for 10 persons
c) Training materials/photocopies for FWA training @200/person for 50 persons
d) Tablet smartphone @25,000/tablet for 10 IUD providers

4. Patient Cost (If applicable): Respondent Cost
a) In-depth interviews of IUD providers (10)
b) In-depth interview with facility manager (5)
c) In-depth interview with MOMCH/MO (5)
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BDT
1,800,000
1,800,000

NA

280,000
120,000
104,000
30,000
26,000

96,000
34,000
30,000
20,000
12,000

631,000
96,000
75,000
50,000

150,000

240,000
20,000

224,500
57,500
30,000
25,000
60,000
36,000
16,000

274,500
4,500
5,000
5,000

10,000

250,000

660,000
NA
NA
NA

uss
21,176
21,176

3,294
1,412
1,224
353
306

1,129
400
353
235
141

7,424
1,129
882
588
1,765
2,824
235

2,641
676
353
294
706
424
188

3,229
53

59

59
118
2,941

7,765




d) In-depth interview of LNG-IUS adopters (30) NA
e) Enrollment and follow-up of adopters @200/adopter for 600 adopters for 4 times 480,000 5,647
f) Phone & internet connections for tablet @1,000/month for 10 persons for 18 months 180,000 | 2,118
5. Study progress review meeting at DGFP 116,200 1,367
a) Meeting cost @1,600/persons for 5 persons for 7 times 56,000 659
b) Refreshment @500/person for 10 persons for 7 times 35,000 412
c) Monthly partners meeting @200*6 persons*21 times 25,200 296
6. Travel Cost (Internal travel cost only): 875,200 | 10,296
a) Data collectors' local travel cost @300/person/day for 3 persons for 78 days 70,200 826
b) Data collectors' long travel cost @1000/trip for 3 persons for 5 trips 15,000 176
c) Central level DGFP monitoring cost per-diem @3,000/person for 1 person for 10 visits 30,000 353
d) Central level monitor’s transport cost @5,000/day for 1 person for 2 days for 8 trips 80,000 9241
e) Central level Monitor's food and lodging cost @5,000/person for 2 days for 8 trips 80,000 941
f) Shukhi Jibon monitor cost@8,000/trip for (6x5)+(4x5)=50 trips in 18 months for 1.5
. 600,000
days/trips 7,059
7. Transportation of Goods: 20,000 235
a) LNG-IUS will shifted by ICA's own cost NA
b) Sending to facilities by DGFP own their channel NA
b) Custom duties for LNG-IUS 20,000 235
8. Office Stationery (Items & quantity to be specified): 25,500 300
a) Pen, pencil, notebooks etc. @500/month for 21 months 10,500 124
b) Seal/printing sticker@500/seal for 10 persons for 5 facilities 5,000 59
c) Pregnancy test kits@500/100 pieces box for 20 boxes for 5 facilities 10,000 118
9. Data Processing/Computer Charges (If applicable): 182,000 | 2,141
a) Data entry and cleaning @30,000/month for 1 month for 1 person 30,000 353
b) Transcribing and translation of in-depth interviews @1,000/day for 2 persons for 26 days 52,000 612
c) Analysis of quantitative & qualitative data @100,000/month for 1 person for 1 month 100,000 | 1,176
10. Printing and Reproduction: 28,600 336
a) Photocopies @2/piece for 5,000 pieces 10,000 118
b) Questionnaire printing@20/questionnaire for 30 copies 600 7
c) Printing of LNG-IUS enrollment form @30/piece for 600 copies 18,000 212
11. Contractual Services (Other than manpower):
a) If any, NA
12. Miscellaneous: (Data collector's training cost, meeting cost and IRB cost) 216,500 | 2,547
a) Data collector's training cost @1,000/person for 3 persons for 5 days 15,000 176
b) Training materials @500/persons for 3 persons 1,500 18
c) Dissemination cost including venue charge @4,000/persons for 50 persons 200,000 | 2,353
Total 5,430,000 | 63,882
BMRC IRB cost@2% 108,600 1,278
Grand Total 5,538,600 | 65,160
USS@85 65,160
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