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To : Dr:Shams El Arifeen
Principal Tnvestigator of protocol # 2000-037
Public Health Sciences Division -

From: Professor Mahmudur Raluman
Chairman, Ethical Review Committee (ERC)

Sub : Approval for the second phase of the research protocol # 2000-037

This is in reference to your undated memo in response (o my MEemo dated 3 March 2003
cominunicating you the observations of the ERC on your request seeking ERC’s approval
for implementation of the second phase of your research protocol # 2000-037 entitled
“Community-based interventions to reduce neonatal mortality in Bangladesh”. Approval
for conducting the second phase of the above mentioned study is hereby accorded upon
your satisfactory addressing of the issues raised by the ERC in its meeting held on 26"
February 2003.

You shall conduct the study in accordance with the ERC-approved protocol; and shali be
responsible for protecting the rights and welfare of the subjects and compliance with the
applicable provisions of ERC Guidelines. You shall also submit report(s) as required under
ERC Guidelines. Relevant excerpt of ERC Guidelines and " Annual/Completion Repor! for
Research Protocol involving Human Subjects’ are attached for your information and
guidance. :

Thank you and I wish you all success in running the above-mentioned study.

copy: Acting Head, Public Health Sciences Division
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Wieworandum

3 March 2003

To :Dr. Shams El Arifeen

Principal Investigator of protocol # 2000-037
Public Health Sciences Division

From: Professor Malmudur Rahiman
Chairman, Ethical Review Committes (ERC)

Sub : Request for approval of the second pliase
g_{]_the research protocol # 2000-037

Thank you for your memo daled 19" Februar
and requesting ERC's approval for iimplemen
protocol i 2000-037 entitled “Community-based interventions to reduce neonatal
rnorta'ity in Bangladesh”. The report and your request were considered by the ERC in its

meeting held on 26" February 2003. After review and discussion, the Commiitee made the
following observations:

Y 2003 submitting a report on the first phase
tation of the second phase of your research

a) The PIshould get the minutes of (he meeting attached to the proposal authenticated ‘
by the Sr. Assistant Secretary, MOI'W, GoB, who forwarded (he minutes, |

b) The Conuniltee suggested random checkin

g of the assessment made by the CHWs to
ensure ils quality.

¢) The PI's plan about involvement in the study of the CHWs who failed in hospital-
based evaluation was nat clear to the Committee
You are, therefore, advised to address the above issues, and

submit the modified version
of the proposal for consideration of the Chair.

Thank you.

Copy: Acting Associale Director
Public Health Sciences Division

Febroary 2003 fRee meeting
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19 February 2003

To Professor Mahmudur Rahman

Chairman, Ethical Review Committee

From Shams El Arifeen | @%

Local PI, Protocol # 2000-37

Subject Protocol # 2000-37 (Comnuunity-Based Interventions to Reduce Neonatal Mortality
in Bangladesh)

This is in reference to your memo dated 14 August 2001 and to the study proposal, which
necessitate an approval from ERC for second phase of the study. Your letter says that consideration
of the approval of the phase II of the proposal will be subject to (a) satisfactory evaluation of the
capacity of the community health workers of the project to correctly assess and manage the sick
new born (b) a written GoB approval for the administration of antibiotic injection by the CHWs.

It is our pleasure to inform you and the members of the ERC that we conducted a vigorous
evaluation exercise to assess the adequacy of the training and the ability of the CHWs to perform
their activities especially assessing and managing sick newborn. All the CHWs, as individual and
as group performed very well in the assessment. The report on the evaluation exercise is attached
with this letter for your consideration towards approval to continue with the study as proposed.

As per requirement, we obtained a written GoB approval from the Ministry of Health and Family
Welfare for administration of injectable antibiotics by the CHWs. The copy of the letter is attached.

So, we expect that you and members of the committee would find these satisfactory and approve
implementation of second phase of this important research initiative.

Thank you.

cc.
Chairman, Research Review Committee
Associate Director, Public Health Sciences Division

Abdullah H Baqui, Johns Hopkins University



Community-Based Intervention to Reduce Neonatal Mortality in Bangladesh

Report on CHWs’ Post-Training Evaluation of adequacy to determine and
manage sick neonates

Report to ERC, ICDDR,B in compliance with ERC requirements
(ref: ERC Memo dated: 14 August 2001)
February 18", 2003

1. Introduction

The primary objectives of the research project entitled “Community-Based Interventions to
Reduce Neonatal Mortality in Bangladesh” are:

1. To improve newborn care and recognition and management of infections in neonates by
mothers and trained, skilled and supervised first-line health workers.

2. To evaluate the impact of packages of obstetric and neonatal care practices including
community hqa]th education, prdvision of clean delivery, essential newbomn care, and
management of neonatal infections by first-line health workers, either in the home or at
community clinics, on neonatal mortality rates.

The Home Care model of the study involves community health workers (CHWs) who will be
able to recognize ill neonates based on a clinical algorithm and to refer them to the nearest
health facility. For those mothers/families who are unable to comply with the referral, CHWs
will manage cases in the community which will include injectable antibiotics. The clinjcal
algorithm is adapted from the GoB IMCI algorithm and also draws on the findings of the
WHO Young Infants study and other available information. The Ethical Review Committee
(ERC) of ICDDR,B approved this protocol but asked the research team to submit a report on
the assessment of the skiils of the CHWs to undertake this responsibility after training. The
ERC also asked the research team to obtain approval from the Ministry of Health and Family
Welfare for the administration of injectable antibiotics by the CHWs.

2. Evaluation of adequacy of training of CHWs

CHWs were assessed in two phases. First phase was conducted during the training and the
second was a formal evaluation (based on the methodelogy in the proposal). We expanded
this to include two components, hospital-based and community-based evaluations.

2.1. CHW Training and ongoing evaluation

The CHWs have gone through a set of trainings including basic and advanced modules. As
part of the training they underwent ongoing evaluation of their performance through written
examinations and clinical assessment sessions in hospital. This was done in a systematic way
to assess the performance and skills of individual CHWs. The CHWs were trained on how to
use the algorithm and chart booklet through didactic sessions, videos and actual practice on
sick newboms and healthy newborn babies in Sylhet M. A G Osmani Medical College
Hospital. Every CHW was required to successfully complete a minimum of three clinical



assessment record forms during training, which were directly evaluated by physician trainers.
Detailed records of performance Were kept for every CHW.

CHW were also trained on safe intra-muscular injection practice. They were trained on
cleaning injection site, cutting the ampoule, mixing/preparing antibiotics, calculating and
drawing cotrect dose. They also practiced intra-muscular injection using vaccines on babies

and women visiting vaccination sites.

2.2, Post-Training Formal Evalu ation:

After the completion of training the CHWs underwent a rigorous evaluation process in real-
to-life settings and as outlined in the proposal. We felt that if we only did a skill assessment
in the community, as proposed in the protocol, then the CHWs may not see enough sick
newborns. So the whole exercise was re-designed so that every CHW would do 10
assessments of sick neonates. We thus added a hospital-based component to the evaluation
exercise, followed by community-based evaluation. Only the CHWs who successfully
completed in the hospital part were sent for the community component where they had to
assess eight more newborns.

Thus, each CHW assessed a total of 18 neonates, ten in the hospital, where most were sick
neonates and eight in the community which included mostly healthy newboms. In the study
proposal we had proposed only eight assessments by each CHW. In both settings, trained
physicians independently evaluated every newbom, and the assessment by the CHWs was
compared with that of the physician who was considered gold standard. The skilis of the
CHWSs were assessed on 3 aspects: clinical assessment, classification, and management of the
sick newbom. The assessment procedure and scoring system are explained in the charts at the
end of this report.

2.2.1. Hospital-based evaluation:

The Hospital Based evaluation took place on 2™ Feb 2003 in the neonatal ward of Sylhet
MAG Osmani Medical College Hospital. Any CHW who achieved less than 80% accuracy
rate (less than 8 successful assessments out of 10 sick newborns) accuracy rate was
disqualified. The CHWs were rated for their ability to assess clinically, classify and manage
the sick newboms. Since the management reflects the outcome of ail 3 steps, the score
obtained by the CHWs on management was used to decide on the.performance of the CHWs.
Five unsuccessful CHWs underwent retraining and re-evaluation to be eligible for the
community component (please see Chart-1 at the end of this report).

As mentioned, each of the individual assessments was scored based on the accuracy
compared to the gold standard- the assessments done by the physicians. Taking all the 400
cases (40 CHWS times 10 each) into account, the achieved score ranged from 87% to 100%.
Thirty-cight of the 40 CHWs had an accuracy score of 95% to 100%. An assessment was
considered to be correct if the score was 80 or more. Out of forty CHWs, thirty five achieved
20% or higher competency in 8 out of 10 sick neonates on their initial evaluation at the
hospital with regards to all the three steps of the evaluation: assessment, classification and
management of sick newbom. The accuracy among these 35 CHWs ranged from 80% to
100%, with an average of 99% for all the cases they agsessed (ten by each CHW, giving a
total of 350). Detailed, CHW-specific scores are given below in Table 1. The unsuccessful
fve CHWs with an initial average of less than 80% were retrained and they then went




through a second evaluation in the hospital. In the second evaluation all of them achieved
accuracy of more than 85% in all the cases they assessed. Thus all of 40 CHWs ultimately
were able to demonstrate satisfactory use of the clinical algorithm.

2.2.2. Community-based evaluation:

All 40 CHWS who qualified in the hospital evaluation exercise were sent for the community
component. The community based evaluation took place in the community setting of
Beanibazar and Zakigonj upazilas of Sylhet from 4" Feb 2003 to 8™ Feb 2003. The CHWs
were assessed in a way similar to hospital component to have eight assessments at
community (who were previously identified by surveyors). Here also the physicians’
assessment was used as gold standard. Table-2 presents the resuits of the performance of the
CHWs in the community component. It shows that, all 40 CHWs could achieve the desired
level of 80% accuracy. In the total of 320 assessmients, taking all the assessments into
account, the score ranged from 99%-100%. The cut-off for passing this evaluation was set at
7 correct assessments out of eight cases. Out of forty CHWs, all achieved the required
accuracy to pass the test, that is, all of them achieved 80% or more accuracy in at least seven
of the eight test cases (please see Chart-2 at the end of this report).

The findings from this evaluation of the skills of the CHWs show that they are ready to
perform their role as community based health workers and will be able to clinically assess the
newborns to identify any danger sign needing referral to a higher level medical care. This
also shows that they have the skills to manage these cases, if needed.



Table 1: Summary of assessment by CHWs in hospital-based evaluation’

10 sick newbom assessment per CHW Resuit**
S.N. |CHW with Code Clinical Assessment Classification Managernent
#ofcorrect | Averageof | ¥ ofcorreat Average of | # of correct Average of ( >8 correct=Pass,
assessment* | tenscores | classification® | opcooe o | management® o scores | 2 or more incorrect= Fail)

! CHW 01 10 98 10 89 10 89 Passed

2 | chwoz 10 99 10 g9 10 100 Passed

3 CHW 03 10 97 10 98 10 100 Passed

4 CHW 04 10 100 10 100 10 100 Passed

P CHW 05 10 95 10 100 10 100 Passed
p CHW 06 10 100 0 700 10 100 Passed
7 CHW 07 10 99 10 100 10 100 Passed

8 CHW 08 10 54 10 98 g 95 Passed

o CHW 09 10 o8 10 99 10 100 Passed
T CHW 10 10 96 10 9 10 99 Passed
" CHW 11 10 3 g 93 8 a7 Failed
12 CHW 12 10 92 10 98 9 93 Passed

13 CHW 13 10 o8 10 99 10 99 Passed
14 CHW 14 10 98 L 100 9 95 Passed
1S CHW 15 10 94 10 100 10 100 Passed
16 CHW 16 10 99 10 98 9 94 Passed
17 CHW 17 to 98 10 100 10 o7 Passed
18 CHW 18 10 99 10 100 ) 100 |. Passed
19 CHW 19 10 97 10 o8 10 99 Passed
20 CHW 20 10 28 10 o8 7 87 Failed
21 CHW 3] 10 97 10 o8 9 97 Passed
2 CHW 32 10 100 0 100 KL a8 Passed
23 CHW 33 10 98 10 98 10 99 Passcd
24 CHW 34 0 99 10 89 10 99 Passed
25 CHW 35 10 95 9 97 9 97 Passed
26 CHW 36 10 99 10 100 10 o8 Passed
27 CHW 37 10 68 10 98 10 100 Passed
28 CHW 38 9 97 10 98 8 85 Failed
29 CHW 39 10 100 10 98 10 100 Passed
30 CIW 40 10 96 10 98 10 99 Passed

3 CHW 41 10 o8 10 98 g 100 ' Passed
32 CHw 42 10 99 10 09 10 99 Passed
33 CHW 43 10 % 10 97 7 87 Failed
4 CHW 24 10 39 10 1090 10 100 Passed
35 CHW 43 10 95 10 99 10 100 Passed
36 CHW 46 10 %6 10 o8 10 97 Passed
37 CHW 47 10 97 9 96 9 93 Passed
38 CHW 48 10 97 10 98 B 89 Faited
39 CHW 49 10 96 10 100 10 95 Passed
0 CHW 51 10 99 10 700 10 100 Passed
Al 95 9 85

* CHW’s score is 80% or more for each of the individual sick newbom she assessed ** these arc first evaluation results




Table 2: Sumharv of assessment by CHWs in community-béﬁed evaluation

8 assessment per CHW Result
S.N. |CHW with Code Clinical Assessment Classificalion Management
#ofcomect | Averageof | #O[COMECt | Averapeor| # of corect | Ayerage of ( >8 comect=Pass,
assessment® | ten scores | ctassification™ | yer ccores | management® | yen scores | 2 or more incomect= Fail)

1 CHW 01 8 09 8 100 8 99 Passed
5 CHW 02 8 100 B 100 8 100 Fassed
3 CHW 03 8 100 B 100 8 100 Passed
4 CHW 04 8 100 B 100 8 100 Passed
5 CHW 05 8 100 8 100 8 99 Passed
P CHW 06 ) 100 a 100 8 100 Paseed
7 CHW 07 8 100 8 100 8 100 Passed
B CHW 08 8 100 8 100 8 100 Passed
9 CHW 09 8 100 8 100 100 Passed
10 CHW 10 8 160 8 100 8 100 Passed
1 CHW 11 8 100 8 100 8 100 Passed
12 CHW 12 8 100 8 100 8 100 Passed
13 CHW 13 8 99 8 99 8 99 Passed
14 CHW 14 8 100 8 100 8 99 Passed
15 CHW 15 8 100 8 100 8 100 Passed
16 CHW 16 8 100 8 100 3 99 Passed
17 CHW 17 8 100 8 100 8 100 Passed
18 CHW 18 8 100 8 100 8 99 Passed
19 CHW 19 8 100 8. 100 8 100 Passed
20 CHW 20 8 100 8 100 8 100 Passed
21 CHW 31 8 99 8 100 8 100 Passed
22 CHW 32 8 100 ) 100 8 100 Passed
23 CHW 33 8 100 8 100 8 100 Passed
24 CHW 34 8 100 B 100 8 160 Passed
25 CHW 35 8 100 8 100 8 100 Passed
26 CHW 36 8 100 8 100 8 100 Passed
27 CHW 37 8 100 8 160 8 100 Passed
28 CHW 18 8 100 8 100 8 100 Passed
29 CHW 39 8 100 8 1c0 8 100 Passcd
30 CHW 40 8 100 8 100 8 100 Passed
31 CHW 41 8 100 8 100 8 100 Passed
32 CHW 42 8 100 8 100 8 100 Passed
33 | CcHW43 8 100 8 100 8 100 Passed
34 CHW 44 8 100 8 100 8 99 Passed
35 CHW 45 8 100 8 100 8 100 Passed
36 CHW 46 8 o8 8 100 8 100 Passed
37 CHW 47 8 100 8 100 8 100 Passed
38 CHW 48 | 8 100 8 100 8 100 Passed
19 CHW 49 8 100 B 100 8 100 passed
40 | - CHWSI 8 100 8 100 8 100 Passed

All 97 o8 g7

* CHW s score is 80% or more for each of the individual newbom she assessed




Assessment procedure and scoring system

Chart-1: Hospital-based evaluation

I IN HOSPITAL
(A tota] of 10 assessments by each CHW)

Assessment of
neonate by CHW

preceded by —»

assessment by

Physician (gold
standard)

]

Re-Orientation of CHW

(and CHW repeats the
assessment exercise)

Comparison of
assessment:

CHW vs. Physician

Score on CHW's

dssessment
> 30% or more
YES NO
.CHW CHW
qualifies in 1 does not
of 10 cases qualify in
1of10

v v

NO

CHW Fails to
pass Hospital-
based evaluation

CHW makes 10 assessments

qualifies in 8 out of 10 cases -

v

YES

CHW Passes Hospital-based
evaluation and qualifies for
community-based evaluation
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Chart-2: Commiunity-based evaluation

(A total of 8 assessments by each CHW)

IN COMMUNITY

Assessment of
neonate by CHW

preceded by
assessment by
Physician (gold
standard)

T

Comparison of
assessment:

CHW vs. Physician

Re-Orientation of CHW

{and CHW repeats the

assessment exercise)

1

NO "

Score on CHW's

assessment
P
80% or more
YES NO
CHW CHW
qualifies in 1 does not
of 10 cases quatlify in
1of 10
!

B

qualifies in 7 out of 8 cases

j

CHW makes & assessments

CHW Fails to
pass community-
based evaluation

i’

_

evaluation and qualifies for
community-based evaluation

YES
CHW Passes community-based

v

—

CHW finally qualifies the post
training evaluation




¢ _ : Government of rh(,l’r.,oplc’\ _lllc.puf{l-ic of Bangladesn
' Ministry of Health ang Family Weirure
_(DQ/_C_'QJI)H]CHI-'i Scction)

No-FWD- 1Medicine/37/2001y Dated: 24 Septemier 2002

Subject : M__in__uf-_L‘-_uL!'_let_‘w_L:c_@;;_'zu_L{w_!:sc of antibiofic by comm unity based [eatth
workers, '

Date:  18:9.2002

Time: 2.00 P.M.

Vcnuc:Conferencc Roont, MOHIrw.

Chairpersen: Mr. M. Fazlur Rahman, Sceretary, Ministry of Healih & Family Welfure,
|

List of participants enclosed in A CX-A

Chairperson welcomed the members and initiated the discussion, He then invited thie members to
P
grve their views:on (e Issue,

Dr. M. Habib Seraji of ICDDR’B informed the meeting that Infap Maortality Rate (IMR) js
Unacceplably high in our country ICDDR’B decided lo conduct 4 community based Intervention
Study to reduce Neonatai Mortality in Bangladesh under 4 project entitle “Cmmnnnity Based
Intervention to reduce Neonuty] Mortality in Banghdesty”, Study will he conducted in Sylhet
region. Under the project Health & Famity Planning workers will be trained (o identify and refer
serious infections to Upazila Healih Complex, (o treag 4 home or Community Clinic if relerral fails -
and they will also yse alibiotic.

Prof(Ri)A.B.Bhy i, Prof. Lagiry Shamsuddin and Dr. Adigur Rahaman Khan soid that as per
decision of the 47 National Technjeal Commitice meeting they reviewed (he Rescarch Protocol,
They rccommendcd that (Jie Proposed Resceareh Project including the yse ol injectable antibiotic
hy the commumnity based Heul(h & Family Planning workers may be approved. Director General of
Health Services an Director General of Family Phinning also endorsed the views of (he experts
an the issue. Director (MCIH) or Family Panning Direcrorae said tha e National Techinical
Committee  in iy .y meeting approved (e Proposal of use of uniibiogic (with injectable )
(e tine in 24(twcnfy four Jhours by teained Heaiq), and Famlly Phanoings workers, '

Decision:

* Pilot study in Sylliet Region to use of untibintic (with injectabie) one time jn
24(twenty four) hours by trained community hased Healq), & Family leming
workers for reducing Neonagai Mortality iy approved,

* It must be linkeq with referral.

The mecting ended wil, vole ol thauks o and trom the Chair.

Sdy/-
24.9.2002
(M. Fazlur Rahman )
' Secretary




N i ; '. ' Government of the People’s of the Republic of Bangladesh
: Ministry of Health and Family welfare
(Development —1 Section)

No FWD-1/Medicine/37/2001/ w@x) Dated : 28" September 2002

Subject: Minutes of the meeting held on 18" September 2002 at MOHEW on the use of
antibiotic by community based Health workers.

L

Minutes of the meeting held on 18" September at the Ministry of Health and Family
Welfare on the use of antibiotic by communily based Health workers is hereby forwarded  for kind
information and necessary action.

f

(A. HodMTow 1Fdful Islam)
Senior Assistant Secretary
Distribution:
1. Director General of Health Services, Mohakhali, Dhaka.
2. Joint Secrelary (FW), Ministry of Health & Family Welfare
3. Director General of Family Planning Azimpur, Dhaka .
4. Prof. Latifa Shamsuddin, Chairman, Deptt. of Obse & Gynae, BSMMU, Shahbag,
Dhaka .
5. Deputy Secretary, (DEV- FW), MOHFW.
6. Director (MCH Services), Azimpur, Dalaka . »
| 7. Prof. (Rtd), Abdul Bayes Bhuiyan, Obstetrics and Gynaecology Society of
‘ Bangladesh, Dhaka .
‘ : 8. Dr. Atiqur Rahman Khan, Director, Research & Policy, IPH Building, Mohakhal:

‘ Drhaka .
\A)./ Dr. M Habib Shiraji, Project Coordinator, ICDDR’B, Dhaka .

1. P S 1o the Secretary, Ministry of Health and Family Welfare.
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i1 21,,2003
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To: Professor Mahmudur Rahman
Chairman,
Ethical Review Committee (ERC)

From: Shams El Arifeen R\.Q/
Principal investigator (PrétoCol # 2000-37)

Subject: Request for approval of the second phase of the research protocol # 2000-37 (@{

Thank you for considering our request for approval of the second phase of our research
protocol entitled ‘Community-Based Intervention to Reduce Neonatal Mortality in
Bangiadesh’. We thank you for the valuable comments on the report from the first phases
regarding the assessment of the CHWs of the project. Our responses to the issues
raised/suggestions made by the committee are as follows:

a) The PI should get the minutes of the meeting attached to the proposal authenticated
by the Sr. Assistant Secretary, MOHFW, GoB, who forwarded the minutes.

Response: The minutes of the meeting has been authenticated by the Sr, Assistant
Secretary, MOHFW, GoB and the authenticated copy is attached.

b) The committee suggested random checking of the assessment made by the CHWs to
ensure its quality.

Response: The committee has rightly emphasized on continued monitoring of quality
of the assessment to be made by the CHWs. We also consider this as an important
aspect of the community-based intervention and have made definite plans to ensure
the quality of CHWSs’ assessments and management. CHWSs will have intensive
supportive supervision from the project Medical Officers and Clinical Supervisors
(nurses) on a regular basis. The supervisors will routinely review CHW records,
observe actual assessments of neonates by the CHWs and will perform systematic



random checking of the neonatal cases assessed by the CHWs. In addition,
continuing education sessions will be organized monthly and refreshers training will
be organized periodically during their tenure with the project.

The PI's plan about involvement in the study of the CHWs who failed in the hospital-
based evaluation was not clear to the committee.

Response: We regret that we had not been very clear on this issue in our previous
submission. We had trained all our 40 CHWs on the clinical assessment and
management. After completion of training, all the CHWs underwent an assessment
of their skills first in a hospital setting. In hospital-based test, 35 out of 40 CHWs
passed our very strict criteria. The five-CHWs who had failed this test underwent
further training/review on the clinical assessment and management of sick neonates.
These five CHWs were tested again in the hospital and this time all five CHWs
passed the test. So in fact, all of 40 CHWs eventually qualified the hospital-based
test, the first 35 passed the test i one attempt and the remaining 5 had to take another
round to qualify. After qualifying the hospital test, all 40 CHWs had to go for a
community-based evaluation of their skills, in which all the forty CHWs passed. As,
all the CHW could qualify in the both the hospital and community based components
we plan to engage all of them in the fieldwork.

We have enclosed a revised version of the protoco! describing the quality monitoring
and random checking of the CHWs in the revised section 4.16. We hope the
commitiee find these responses satisfactory and allow us to proceed with the second
phase of the project.

Thank you.




‘-I ' / Government of the People’s of the Republic of Bangladesh
f' Ministry of Health and Family welfare
/ (Development —1 Section)

Subject: Minutes of the meeting held on 18" September 2002 at MOHFW on the use of
antibiotic by community based Health workers.

L]

Minutes of the meeting held on 18" September at the Ministry of Health and Family
Welfare on the use of antibiotic by community based Health workers is hereby forwarded for kind
information and necessary action.

@. S

(A. H. —.Tou?ﬁ}gﬁl Islam)
Senior Assistant Secretary

No FWD-1/Medicine/37/2001/ w@) Dated : 28" September 2002
\
|
\
\

Distribution:

Director General of Health Services, Mohakhali, Dhaka.

Joint Secretary (FW), Ministry of Health & Family Welfare

Director General of Family Planning Azimpur, Dhaka .

Prof. Latifa Shamsuddin, Chairman, Deptt. of Obse & Gynae, BSMMU, Shahbag,
Dhaka .

Deputy Secretary, (DEV- FW), MOHFW.

Director (MCH Services), Azimpur, Dahaka .

Prof. (Rtd), Abdul Bayes Bhuiyan, Obstetrics and Gynaecology Society of
Bangladesh, Dhaka .

Dr. Atiqur Rahman Khan, Director, Research & Policy, IPH Building, Mohakhali

1
2
3
4
5
6
7
8
\/9/ Dhaka . ‘
. Dr. M Habib Shiraji, Project Coordinator, ICDDR’B, Dhaka .
Copy
1

P S to the Secretary, Ministry of Health and Family Welfare.




! Government of the People’s Republic of Bangladesh
Ministry of Health and Family Wellure
(Revelopment-1 Seclion)

NO-FWD-1/Medicinc/57/2()0'!‘/ Dated: 24 September 2002

Subject : Minutes of the meeting on the use of antibiotic by comnuinity hused Heglth
workers, ' '

Date:  18:9.2002

Time: 2.00P.M.,

Venue: Conference Room, MOHFW.

Chairperson: Mr. M, Fazlur Rahman, Secretary, Ministry of Health & Family Welfare,

List of participants enclosed in Annex-A -

Chairperson welcomed the members and initiated the discussion. He then invited the members to
give their views on the issuc.

Dr. M. Habib Seraji of ICDDR’B informed the meeting that Infant Mortality Rate (IMR) is
unacceptably high in our country JICDDR’B decided to conduct a community based Intervention
Study to reduce Neonatal Moriality in Bangfadesh under 1 project entitled “Community Based
Intervention to reduce Neonatal Mortality in Bangladesh?”. Study will be conducted in Sylhet
region. Under the project Health & Family Planning workers will bo lrained to identify and refer

scrious infections to Upazila Health Complex, 10 treat at home or Community Clinic if referral fails -

and they will also use antibiotic.

me.(RId)A.B.Bhu?fi:m, Prof. Latifa Shamsuddin and Dr. Aliqur Rabamuan Khan said that as per
decision of the 47" National Technical Commitiee neeting they reviewed the Research Protocol,

They recommended that the proposed Research Project includin the use of injectable antibiotic
Y proj . B ]

by the community bused Health & Family Plunning workers may be approved. Director General of
tHeulth Services and Direclor General of Family Planaing ulso endorsed the views of the experts
un the issue. Director (MCH) of Fumily Panning Direvtomie said that (he National Technical
Committee  in ity 4yt mecting approved the proeposal of use of antibiotic (with injectable )
e time in 24(twenty tour Jhours by (euined Health and Famlly Planning worlicrs, '

Decision:

* Pilot study in Sylhet Region to use of antibiotic (with injectable) one time in
24(twenty four) hours by trained community based }ealth & Yamily Planning
workers for reducing Neonatal Mortality is approved.

~* It must be linked with referral,

‘The meeling ended with vole of thanks to and from the Chair,

| Sdl-
o 249.2002
" ( M. Fazlur Rahman )
' Secretary
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PROJ ECT SUMMARY: Describe in concise terms, the hypothesis, objectives, and the relevant

background of the project. Describe concisely the experimental design and research methods for achieving the
objectives. This description will serve as a succinct and precise and accurate description of the proposed research is
required. This summary must be understandable and interpretable when removed from the main application.

In many developing countries, neonatal death rates are unacceptably high. About 98% of an
estimated 5 million annual neonatal deaths occur in developing countries, mainly in Asia and Africa. Many
countries in these regions have a neonatal mortality rate of more than 40/1,000 live births and several
countries have a rate of more than 60/1,000 live births.

We propose to evaluate the impact of a package of obstetric and neonatal care that includes
community health education, provision of clean delivery, essential newbormn care, and management of
neonatal infections on neonatal mortality in Bangladesh. This package will be developed based on formative
research, which will include both qualitative and epidemiological studies of the study population and expert
inputs. The services will be provided by first-line community-based health workers. We plan to evaluate
two different strategies for delivery of services known as: 1} Community Clinic (CC) model involving
delivery of services through a community clinic infrastructure like that, and in conjunction with that
proposed by the Health and Population Sector Program (HPSP) of the Government of Bangladesh, and, 2)
Home-based Care (HHC) model in which services are delivered at home. In addition we will train and
evaluate the skills of the first line health workers.

Individual-level allocation of these interventions will not be feasible, thus clusters will be the units
of randomization. Clusters will consist of a group of geographically associated villages. Selected
communities will be randomly assigned to one of the two intervention arms, or to continue current practices
as the comparison arm. Mothers and first-line health workers will be trained in routine pregnancy and
newborn care and in recognition of emergency obstetric signs and signs of neonatal infections and the
management of the sick newbomn. Clinic-based and home-based health workers will be trained on the
management of serious neonatal infections and evaluated before commencement of Phase II of study, 1.e.,
intervention evaluation.

Functional community clinics will be established in the CC clusters with the assistance of the GoB.
Clinic health workers will offer selected essential health and family planning services from these clinics as
outlined in the HPSP, and will manage neonates with serious bacterial infections who attend the clinics.
Since it is not known if the CC intervention will be adequate to significantly impact neonatal mortality, we
will evaluate a more intensive, Home-based Care (HC) package of services which includes active
surveillance through home visits to identify and manage serious neonatal bacterial infections.

The primary outcome measure will be changes in neonatal mortality rates in the intervention and
comparison communities from the beginning to the end of the study period. Cause-specific neonatal
mortality rates will be measured using a standardized verbal autopsy instrument administered by trained
data collectors and confirmed by physicians upon review of the records. The proportion of neonatal
mortality attributable to each cause will be compared between the intervention and comparison communities
after controlling for the baseline rates.

The proportion of 1-month-old infants colonized with antibiotic-resistant bacteria will be compared
in a sample of infants from the two intervention and comparison areas. Colonization with antibiotic-resistant
bacteria at 1 month of age will be defined as nasal colonization with penicillin-resistant Streptococcus
pneumonide.

The cost of providing the intervention services will be determined per neonate, per neonatal sepsis
case treated, and per neonatal death averted separately for the two intervention areas. Cost information on
the current services will be collected for comparison.

If the CC model proves to be successful, the findings will be disseminated widely and technical
assistance will be provided to scale-up the intervention in the HPSP of Bangladesh. If only the HC model is
found to be adequately efficacious, further operational research will be conducted to evaluate the feasibility
and impact of incorporating essential features of this intervention into the HPSP of Bangladesh.
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2.1.

2.1.1.

2.2.

2.2.1.

222,

2.23.

DESCRIPTION OF THE RESEARCH PROJECT

1. Hypothesis to be Tested:

Concisely list in order, in the space provided, the hypothesis to be tested in the proposed study. Provide the scientific
basis of the hypothesis, critically examining the observations leading to the formulation of the hypothesis.

Neonatal mortality rates will be at least 40 percent lower in communities in which trained,
skilled, and supervised community-based health workers provide packages of essential obstetric and
neonatal care, including community health education, provision of clean delivery, essential
newborn care, as well as management of serious neonatal infections compared to communities in
which such training and services are not provided.

2. Specific Aims:

Describe the specific aims of the proposed study. State the specific parameters, biclogical functions/ rates/ processes
that will be assessed by specific methods (Type within limits).

Primary Aim

To improve newborn care and recognition and management of infections in neonates by mothers
and trained, skilled and supervised first-line health workers.

To evaluate the impact of packages of obstetric and neonatal care practices including community
health education, provision of clean delivery, essential newbom care, and management of neonatal
infections by first-line health workers, either in the home or at community clinics, on neonatal
mortality rates. '

Secondary Aims

Evaluate the impact on cause-specific neonatal mortality rates, particularly on deaths due to serious
neonatal infections, as determined using verbal autopsy, of packages of obstetric and neonatal care
practices to be provided by first-line health workers.

Evaluate the impact of administration of antibiotics at the community level by skilled health
workers on colonization of neonates with antibiotic-resistant bacteria.

Evaluate the relative cost-effectiveness of the interventions to provide enhanced obstetric and
neonatal care at the community level by skilled health workers, including home or community
clinic-based provision of community health education, clean delivery care, essential newborn care,
and management of serious neonatal bacterial infections.
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3. Background of the Project Including Preliminary Observations

Describe the relevant background of the proposed study. Discuss the previous related works on the subject by citing specific
references. Describe logically how the present hypothesis is supported by the relevant background observations including any
preliminary results that may be available. Critically analyze available knowledge in the field of the proposed study and
discuss the questions and gaps in the knowledge that need to be fulfilled to achieve the proposed goals. Provide scientific
validity of the hypothesis on the basis of background information. If there is no sufficient information on the subject, indicate
the need to develop new knowledge. Also include the significance and rationale of the proposed work by specifically
discussing how these accomplishments will bring benefit to human health in relation to biomedical, social, and environmental
perspectives. (Do not exceed 5 pages, use continuation sheets).

Despite significant declines in infant and child mortality rates in recent decades, neonatal
mortality rates remain unacceptably high. Of the 8 million infant deaths that occur worldwide each
year, approximately 5 million occur in the neonatal period and many more deaths occur during the
second and third months of life (1-2). In many developing countries, neonatal deaths are
systematically under-reported because of cultural reluctance to report (2). Nevertheless, an
estimated 98% of the neonatal deaths occur in developing countries, mainly in Asia and Africa
where many countries have a neonatal mortality rate of more than 40 per 1000 live births and
several countries have a rate of more than 60 per 1000 live births (1).

Most of the deliveries and neonatal deaths in developing countries occur at home (3) and,
consequently, very few neonatal illnesses and deaths are attended by medically qualified persons.
In Bangladesh, only about 4.0% of the deliveries take place in a health facility and only about 8.0%
of the deliveries are attended by a doctor or a nurse/trained midwife (3). Very few population-based
studies in developing countries have examined the risk factors of neonatal or perinatal mortality.
Using case-control methodology, a community-based study in a rural area of Bangladesh compared
the characteristics of women who requested medically trained birth attendants at home with those
who did not, in-order to identify constraints to service delivery and suggest program changes to
increase service utilization (4). Prior contact with medical professionals were much more common
among cases than controls, with the greatest differences observed in the frequency of antenatal
visits. At least one antenatal visit was the strongest predictor that a woman or her family will call a
medically trained birth attendant. Primi-parity, proximity to the provider, and education both of the
mother and her spouse were also predictive. Recommendations included increasing contact through
antenatal visits and extending midwife coverage through training and supervision of traditional
birth attendants. A community-based study conducted in Matlab, Bangladesh observed that
complications during labour and delivery — such as prolonged or obstructed labour, abnormal fetal

- position, and hypertensive diseases of pregnancy increases the risk of perinatal mortality five-fold
and accounted for 30% of prenatal deaths (5).

Given the paucity of community-based data from developing countries, little is known about
the causes of neonatal deaths in the community. Limited understanding of causes of neonatal
mortality in developing countries is based on studies of hospitalized neonates. Hospital-based data,
however, may not reflect causes of neonatal mortality in the community. It is believed that neonatal
infections, along with birth asphyxia and complications of pre-maturity are the principal causes of
death in neonates worldwide (6).

Data from Bangladesh on causes of neonatal deaths are limited. Two recent nationwide
verbal autopsy studies (8, 50) provide data on causes less than 5-year-old deaths in Bangladesh.
Because of the difficulty of assigning a cause of death in very early neonatal period (0-2 days),
these studies categorised all deaths that occurred in the first 3 days of life as “early neonatal or
pregnancy and delivery related’ deaths. About 50% of the neonatal deaths occurred in the first 3
days of life. Neonatal tetanus accounted for 17% and ALRI and diarrhea together accounted for
about 19% of the deaths. That means, about 36% of all neonatal deaths or about 72% of deaths in

AHB Page 5




babies 3-28 days old were due to infection. It is safe to assume that many deaths in the first three
days of life {(where a cause of death could not be assigned) were also due to infection although birth
asphyxia, birth injury, birth defects, low birth weight, and prematurity are also likely to be
important causes of deaths in the first three days of life. These estimates are not far from the global
estimate by Barbara Stol! (2). Stoll estimated that globally, 30% to 40% of neonatal deaths are
associated with infections.

The World Health Organization (WHO) has developed a case management strategy to
reduce case-fatality from acute respiratory infections (ARI) in children in developing countries (7).
The comerstone of this strategy is a simple clinical algorithm that can be taught to minimally
educated Community Health Workers (CHWSs) so that they can identify pneumonia cases in
children using simple clinical signs (e.g., rapid breathing, lower chest wall in-drawing). In the first
2 months of life, when an estimated one-third of all childhood deaths and two-thirds of infants
deaths occur, the ARI case management strategy has been broadened to include sepsis and
meningitis, in addition to pneumonia, because of the difficulty in clinically distinguishing these
entities from one another. The WHO ARI case management strategy has been shown to
significantly reduce ARI-related childhood mortality in many settings. A recently completed study
in Bangladesh documented an impressive decline in ARI-related mortality throughout the country
after the phased introduction of an ARI case management strategy in the National Health Program.
This reduction of ARI deaths, however, was almost entirely limited to 1- to 4-year-old children.
There was virtually no decline in ARI-related deaths in neonates and very little decline in the post-
neonatal period (8,9). Success of ARI case management is largely dependent on early recognition of
pneumoenia cases and appropriate care-seeking by the parents as well as provision of quality care by
the providers (10-16). For neonates, illness recognition, timely care-seeking, and availability of
quality care can all be problematic. Recent developments in qualitative research, however, may lead
to improvements in illness recognition and timely care-secking, and, in turn, result in significant
reductions in ARI-related deaths. The focused ethnographic study method provides an excellent
framework for analysis and better understanding of cultural patterns and related behaviours
allowing design of culturally appropriate interventions to improve care-seeking for both preventive
and curative care (17).

For children age 2 months to 4 years, the importance of bacteria as causes of pneumonia in
developing countries is well documented. Streptococcus pneumoniae and Haemophilus influenzae
cause most of the severe cases (18-20). In contrast, data on clinical signs and aetiologic agents of
serious infections in infants less than 2 months of age are scarce. Bacterial infections can very
rapidly lead to death in this age group. Prevention of these deaths requires early recognition based
on simple clinical signs by family members or first-line health workers and immediate case
management,

To improve management of illness in young infants less than age 3 months in outpatient and
inpatient settings, WHO sponsored a multi-center study in four developing countries: Ethiopia, The
Gambia, Papua New Guinea and The Philippines (21). One of the objectives of this study was to
develop a simple clinical algorithm that would enable health workers in developing countries to
identify young infants with severe disease or sepsis. The result of a careful, structured analysis of
the data led to a relatively simple model involving weight, age, temperature, respiratory rate, and
seven specific clinical findings (inability to suck, crepitations, cyanosis, history of convulsions,
definite lower chest wall in-drawing, failure to arouse with minimal stimulation, history of change
in activity) which was predictive of the presence of serious illness with a high degree of accuracy
(22). This study also compared the accuracy of the 12-item, simplified, 3-diagnostic-category model
with that of the 12 clinical signs in the WHO guidelines for the management of sick infants. These
latter signs include: temperature >37.5° C or <36.5° C, baby feels cold to touch, presence of
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convulsions, fast breathing (>60 per minute), severe chest in-drawing, nasal flaring, grunting,
bulging fontanel, pus draining from the ear, red umbilical stump, skin pustules,
lethargy/unconsciousness and less than normal movement. After the WHO young infant study, the
WHO algorithm for the assessment of infants less than age 2 months was modified to include
inability to attach well to the breast, inability to suckle and inability to feed as indicators of possible
serious infection, resulting in improved predictive power of the algorithm. Among the infants with
clinical signs of infection, the rate of positive blood culture ranged from 4% in The Philippines to
11% in The Gambia. The lower culture positivity rate likely is the result of a high rate of antibiotic
use in the community, although this is unproven. At the time when this study was carried out,
published studies from developing countries suggested that Klebsiella spp. and Staphylococcus
aureus were the most important neonatal pathogens in developing countries (2, 21). The main
causes of serious infections in the four study sites of WHO young infant study were the classical
Gram-positive pathogens, Staphylococcus aureus, Steptococcus pneumoniae, and Streptococcus

pyogenes (23).

In a recent study in Gadchiroli District, Maharashtra, India, SEARCH, led by Dr. Abhay
Bang, trained Female Health Workers in the intervention areas to provide a package of home-based
neonatal care, including health education to pregnant women, diagnosis and management of birth
asphyxia, 1dentification of high-risk [premature and low birth weight (LBW}] neonates for more
intensive surveillance, temperature maintenance, promotion of breastfeeding, administration of
vitamin K, treatment of skin infections, and identification of sick newborns suspected of having
septicemia, meningitis and/or pneumonia using a simple algorithm, and administration of
antibiotics [oral cotrimoxazole and intramuscular gentamicin] in the home (24). The net percent
reduction in neonatal mortality due to sepsis was 76% and neonatal mortality declined by 62%
compared to the control, non-intervention areas at an estimated cost of $5.30 per neonate. Although
promising, the findings of this study should be treated with caution for the following reasons: a) the
study lacked the proper number of randomization units, having been conducted in only two areas
which already had been serving as “"control" and "action" (intervention) areas for many years prior
to introduction of the newborn care package; b) neonatal mortality rates in the control area varied
year-to-year from 50 to 65 per 1000, rendering statistical inference and precise calculation of the
effect-size problematic; c) there might also have been a strong pre-existing secular trend in the
intervention area, which might have been obscured in the reported data by the grouping of data for 2
years in the baseline results and therefore, the impact observed may have been a combination of
effects due to the intervention and the secular trend; and d) finally, the principal investigators of this
study had lived and worked in the study community for a decade prior to introducing the
intervention, and the contribution of their presence to the impact of the intervention is difficult to
assess. Furthermore, the intervention evaluated by Bang et al. was very intensive and large-scale
implementation of this intervention is unlikely to be feasible. Thus, the impact of less intensive
packages of delivery and newborn care interventions on neonatal mortality in the community needs
to be demonstrated in other settings.

We propose to evaluate the impact of packages of obstetric and neonatal care interventions
similar to the one Bang et al. introduced in India. The packages will be adapted with the assistance
of the GoB, however, to make them more feasible for large-scale implementation within the
governmental heaith system in Bangladesh. The health program in Bangladesh has recently
undergone a major reform. Until recently, two-monthly home visits to every household by health
workers to deliver selected health and family planning services at the door-step of clients were the
norms. Based on the experiences of the past, the Government of Bangladesh (GoB) has developed a
new Health and Population Sector Program (HPSP); this program is currently being implemented.
The goal of HPSP is to offer a package of essential health and family welfare services, known as
essential service package (ESP) to the entire population, particularly to women, children and the
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1)

2)

3)

poor. ESP was designed taking into consideration the needs of the population as well as the
feasibility of implementation of the services and sustainability of the program. The key aspect of
ESP 1s to deliver the essential health services through one-stop service delivery points. Under the
HPSP, the plan 1s to deliver ESP in the rural areas through the following three tiers:

Thana Health Complex (THC) with in- and out-patient facilities and staffed by physicians and
paramedics — each THC on average serves 270,000 population,

Union Health and Family Welfare Centre (UHFWC) with out-patient facilities only and staffed by
paramedics (Family Welfare Visitors, Medical Assistants) and occasionally by a physician — each
on average serves 27,000 population, and,

Community Clinic staffed by a Family Welfare Assistant (FWA) and a Health Assistant (HA)
which 1s equivalent to a CHW — on average each clinic serves about 6,000 population.

The lowest tier of health facility under HPSP will be the community clinics. Providing ESP
through community clinics is a recent strategic approach of the GoB, and the clinics have yet to be
established. GoB plans to establish a total of 18,000 community clinics throughout the country to
bring the essential services to the villagers, although these services will be largely provided at the
clinics to self-referred patients rather than within homes. Each clinic will be staffed by a team of 2-
3 existing FWAs and HAs. These workers will be re-trained and possibly be re-designated
{probably to Community Clinic Worker). The GoB-managed community clinics will provide the
following services:

- antenatal, basic delivery, postnatal and essential newborn care;

- immunization against six diseases for all children and tetanus toxoid (TT) immunization for 14-
49 year-old women,;

- symptomatic treatment or treatment according to prescription from higher facilities of iodine
deficiency, acute respiratory infection, tuberculosis, leprosy, malaria, fungal infections of the skin;

- management of diarrhoea with oral rehydration solution (ORS) and education on home
management of diarthoea, preparation and feeding of ORS;

- distribution of temporary contraceptive methods;

- insertion of intrauterine device, first-dose depo-provera injection, management of contraceptive
side effects by Family Welfare Visitors during their scheduled visit to UHFW(s;

- symptomatic treatment of minor injury, fever, pain, burn, poisoning, asthma, skin diseases and
minor diseases of eyes, teeth and ear; and

- referral of complicated cases to higher facilities.

HPSP does not anticipate that all the couples in the catchment area of a clinic will come to
the clinic at the outset of the program to receive reproductive health services including family
planning services. As a result, these women of child-bearing age will have to be reached and other
issues will have to be addressed through selected home visits. HPSP, however, does not have any
provision for regular home visits.

We plan to evaluate the impact of delivering a package of essential obstetric and newborn
care, including community health education, clean delivery care, essential newbom care, and
management of serious neonatal bacterial infections through the community clinics. This delivery
model, which includes some but not all of the services which the GoB proposes to deliver through
the community clinics, is further described in a later section and will be known as the Community
Clinic (CC) model. As already mentioned, the clinics have yet to be established and for the purpose
of this study, the Ministry of Health and Family Welfare (MOHFW) of the GoB has agreed to set
up the clinics in the study clusters allocated to the CC intervention area in a timely manner. If
however, MOHFW is unable to establish clinics in all the CC clusters, the NGO partners will
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establish CCs in the remaining clusters which will be comparable to GoB CCs. If the CC
intervention proves to be effective, then efforts will be made to scale-up this intervention. Since it is
not known if the CC package of services will be adequate to have a significant impact, we will
evaluate a more intensive Home-based Care (HC) model for delivery of services which will include
scheduled home visits to identify ill neonates, including those with possible serious neonatal
bacterial infections, particularly in the first week of life. Pregnant women and newborns in the third,
control study arm will receive care as currently available in this area and will serve as the
comparison group.

In addition to assessing effectiveness, we will conduct cost-effectiveness analysis. A clear
demonstration of the cost-effectiveness of interventions to reduce neonatal mortality can have
profound effects on policy and, ultimately, on additional interventions and mortality rates. There
are very few studies in the existing literature that provide cost-effectiveness estimates for
interventions to reduce neonatal mortality. Joyce et al. (47) found that the early initiation of
prenatal care is the most cost-effective intervention for the reduction of neonatal mortality, and that
neonatal intensive care — although effective — is one of the least cost-effective approaches. The few
existing studies of the cost-effectiveness of community-level interventions have shown that TBAs
are less cost-effective than facility-based services in reducing maternal mortality (48, 49). Cost-
effectiveness studies for community neonatal mortality interventions may show different results —
since many of these interventions require less facility-based care than the treatment of maternal
complications arising from pregnancy and delivery. Bang et al., cited above, found that the cost of
home-based neonatal care in rural India cost $5.30 per neonate treated, resulting in one death
averted for 18 neonates treated.
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4. Research Design and Methods

Describe in detail the methods and procedures that will be used to accomplish the objectives and specific aims of the
project. Discuss the alternative methods that are available and justify the use of the method proposed in the study.
Justify the scientific validity of the methodological approach (biomedical, social, or environmental) as an investigation
tool to achieve the specific aims. Discuss the limitations and difficulties of the proposed procedures and sufficiently
Justify the use of them. Discuss the ethical issues related to biomedical and social research for employing special
procedures, such as invasive procedures in sick children, use of isotopes or any other hazardous materials, or social
questionnaires relating to individual privacy. Point out safety procedures to be observed for protection of individuals
during any situations or materials that may be injurious to human health. The methodology section should be
sufficiently descriptive to allow the reviewers to make valid and unambiguous assessment of the project. (Do not
exceed ten pages, use continuation sheets).

4,1.  Overall Study Design

The purpose of this study is to develop feasible and cost-effective packages of obstetric and
newborn care, including management of serious neonatal bacterial infections, using focused
qualitative studies and an epidemiological analysis of the health problems; and to evaluate the
impact of two different strategies to deliver the packages on neonatal mortality. The study will have
the following three arms:

1) Community Clinic {CC) model
2) Home-based Care (HC) model
3) Comparison arm

Individual level allocation of these interventions will not be feasible; therefore, communities
will be the units of randomization. Communities or clusters will consist of a group of
geographically associated villages. Selected communities will be randomly assigned to one of the
two intervention areas or to continue current practices as comparison area. The primary outcome
measure will be changes in neonatal mortality rates in the intervention and comparison
communities from the beginning to the end of the study period. Neonatal mortality is defined as
death of a live-born infant within 28 days of life. A live-born infant is defined as birth of a live
infant after 28 weeks of gestation.

Cause-specific neonatal mortality rates will be measured using a standardized structured
verbal autopsy instrument administered by trained Field Workers. We recognize the difficulty of
assigning causes of deaths in neonates. A study in Bangladesh attempted to validate the caregiver’s
interview to diagnose common causes of severe neonatal illness (51). We will adopt this
instrument, and concurrent with this study we propose to further develop and validate a neonatal
verbal autopsy instrument in another study site in Bangladesh . The proportion of neonatal mortality
attributable to each cause will be compared between the intervention and comparison communities
before and after the study period.

The proportion of 1-month-old infants colonized with antibiotic-resistant bacteria will be
compared in a sample of infants from the HC intervention and comparison areas. Colonization with
antibiotic-resistant bacteria at 1 month of age will be defined as nasal colonization with penicillin-
resistant Streptococcus pneumoniae.

The cost of providing the intervention services will be determined for care of each newborn
in the first month of life, per neonatal sepsis case treated, and per neonatal death averted separately
for the two intervention areas. Cost information on the current services will be collected for
comparison.
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4.3

If the CC intervention proves to be successful, the findings will be disseminated widely and
technical assistance will be provided to scale-up the intervention in the HPSP of Bangladesh. If
only the HC 1s found to be adequately efficacious, further operational research will be conducted to
evaluate the feasibility and impact of incorporating essential features of this intervention into the
HPSP of Bangladesh.

4.2. Study Population

The study will be carried out in two rural sub-districts of Sylhet division of Bangladesh in
partnership with Bangladeshi institutions, International Centre for Diarrheal Disease Research,
Bangladesh (ICDDR,B), Dhaka Shishu Hospital, and Institute of Child and Mother Health; the
NGOs Shimantik and BRAC funded by USAID/ Bangladesh, and with Save the Children
Federation Bangladesh and USA.

Sylhet division is considered as low-performing in terms of health and family planning
program when compared with other regions within the country. The proposed study will be
conducted in Bianibazar and Golapganj sub-districts of Sylhet division. The estimated population of
these two sub-districts is about 450,000. According to Bangladesh Demographic and Health Survey
(BDHS) 1996-97, the Crude Birth Rate (CBR) in Bangladesh was 29.4/1,000 population and the
Neonatal Mortality Rate (NMR) was 48.4/1,000 live births. NMR of Sylhet division was about
60/1,000 live births, much higher than the national average. BDHS doesn’t provide a separate
estimate of CBR Sylhet division but presumably the CBR of Sylhet was much higher than the rest
of the country because the TFR of Sylhet was 4.2 and the national average TFR was 3.27. Site
selection was based on high rates of neonatal and infant mortality and home delivery, poor access to
health care, and a minimum of 12,000 live births per year. Additional consideration was the
presence of NGO partners with the ability to scale-up the intervention if it proves to be effective.

Compared to the national average, proportion of women who receives at least one dose of TT
during pregnancy is slightly lower in Sylhet Division where the study will be carried out. According
to Bangladesh Demographic and Health Survey (BDHS) 1996-1997, TT coverage was 62% in
Sylhet compared to 75% nationally. According to BDHS 1999-2000, the coverages were 67% and
81% respectively in Sylhet and in the country as a whole. A verbal autopsy study was conducted in
the BDHS 1996-1997 sample. Nationally, about 17% of all neonatal deaths were attributable to
neonatal tetanus. The sample size was not large enough to calculate neonatal tetanus specific
mortality rates by division. However, presumably the rate was higher in Sylhet. However, we don’t
think that these differences will confound the study findings. The primary aim of this project is to
evaluate the impact of a package of obstetric and neonatal care practices including management of
serious neonatal infections by first-line health workers, either in the home or at community clinics,
on neonatal mortality rates. The package includes tetanus toxoid immunization to pregnant women.
We plan to conduct verbal autopsies to assign causes of neonatal deaths. Therefore, we will have
cause-specific neonatal mortality rates and we will know what proportion of the reduction in
neonatal mortality is due to reduction in neonatal tetanus.

Baseline Studies and Design of Intervention

4.3.1. Baseline Qualitative Research

Baseline qualitative studies will be conducted in the study communities to assess
knowledge, attitudes and practices regarding routine obstetric and neonatal care and the care of sick
neonates. The qualitative studies will address the following issues (also see annex 1):




*—.—1

4.3.1.1. Routine Pregnancy and Obstetric Care

a) Antenatal care: tetanus immunization; recognition and management of anemia, urinary tract
infections, pre-eclampsia, and sexually transmitted diseases.

b) Hygienic practices: clean hands, clean delivery surface, sterile instruments, minimal vaginal
examinations, sterile suturing of vaginal tears/episiotomy sites, and avoidance of application of
foreign substances to the vagina.

¢) Recogmtion and management (and referral) of complications: hemorrhage, puerperal sep81s
eclampsia, prolonged labor, premature/prolonged rupture of membranes, and chorioamnionitis.

d) Local terms used to describe maternal care practlces and illnesses.

e) Traditional maternal care practices.

f) Care-seeking behaviour and socio-cultural factors that impact seeking and receiving maternal
care.

4.3.1.2. Routine Neognatal Care

a) Routine care provided to all newbormn infants, including umbilical cord and skin care, thermal
control, breastfeeding practices, and eye prophylaxis.

b) Traditional neonatal care practices.

¢) Identification of preterm and LBW neonates.

d) Advice given to the mother, and by whom, regarding routine neonatal care,

e) Period of time after birth during which neonates traditionally are kept at home.

4.3.1.3. Recognition of Sick Neonates

a) Signs and symptoms used to identify sick neonates.

b) Terms used to describe and categorize sick neonates.
\

\

|

4.3.1.4. Health-seeking Behavior for Neonatal Care
a) Options available for the care of sick neonates.
b) Reasons for when and why care is sought from a particular provider.
c) Barriers to obtaining health care.
| d) Family and community attitudes, beliefs and dynamics involved in the decision of whether or
not to seek care.

| 4.3.1.5. Care of Sick Neonates
| a) Family acceptance of home visits by health workers to provide neonatal care.
b) Family willingness to attend community clinics to receive care for sick neonates.
c) Family w1111ngness to pay for a home visit by health workers or a clinic visit for
neonatal care.

4.3.1.6 Methods

The following methods will be used:

a) twenty semi-structured interviews in the home with women who have recently delivered, and with
mother-in laws, focusing on routine newborn care. These interviews if possible will include
structured observations of newborn care practices such as bathing and feeding;

b) twenty semi-structured interviews with pregnant women,

c) ten semi-structured interviews with traditional birth attendants;

d) ten observations of deliveries and postpartum care by traditional birth attendants;

¢) three focus-group discussions with pregnant women;,

f) three focus group discussions with mothers-in-law of pregnant women; and

g) three focus group discussions with husbands of pregnant women.

Each of these data collection activities will include the following question formats:




a) direct questions;

b) free-listing for a variety of domains such as illnesses of young children, sources of care,
treatments, reasons to give or not give colostrum;

¢) presentation of a scenario, followed by questions about what the respondent would do in such as
situation. The scenarios will describe problems/symptoms mothers typically encounter in
caring for newborn infants; '

d) rating and ranking exercises to examine perceptions of the seriousness of different symptoms
and the perceived appropriateness of different sources of care.

Interview and focus group guides, as well as structured observation instruments, will be
developed based on: 1) available data from other studies, 2) the MotherCare qualitative research
manual on maternal and neonatal care, 3) data collection instruments on neonatal care used in the
Healthy Mother/Healthy Child project in Egypt, and 4) other data collection instruments used in
other studies of newborn care practices in the community.

4.3.1.7 Data Analysis

433

434

Data from semi-structured interviews and structured observations will be coded and entered
into a data-base such as EPI-INFO. Textual data will be coded using Nud*ist Version 4.0.

4.3.2. Final Design of Interventions
The analyzed qualitative data will then be used in:

a) the design of baseline and post-intervention survey instruments measuring a change in the
degree of exposure to the intervention, as well as a change in the obstetric and neonatal care
practices applied. The ethnographic information will help in terms of content as well as
appropriate local terms to use in the instruments.

b) the design of the improved obstetric and neonatal care intervention package to be applied in the
subsequent phase.

d) the design of training and health education materials to be used in subsequent training sessions

of mothers and providers.

Specific decisions to be made based on the qualitative and observational data will be:

a) who (what class of provider) should be responsible for providing care to the newborn
immediately after delivery? Do TBAs and/or CHWs have a role? Does a new cadre of health
worker need to be recruited and trained? Are there cadres of governmental health workers that
could provide the needed services?

b) what steps need to be taken to encourage exclusive breastfeeding from the time of birth?

¢} what danger signs in newborns will be stressed in health education, and what will
mothers/caretakers be told to do in response to these danger signs?

d) where and how will treatment of newborns with danger signs take place?

Meeting to Finalize Intervention Strategy

The proposed interventions will be presented in a workshop in Dhaka, Bangladesh attended
by program managers, neonatologists, obstetricians, epidemiologists, and social scientists. The
interventions will be finalized with inputs from these expert panels.

Development of Training and Educational Materials

Building upon our initial study design, site visits to SEARCH, and based on results of
qualitative studies and consultations (i.¢., intervention trial meetings, see 4.3.3), and utilizing
training manuals developed other groups (e.g., WHO, JHPEIGO, SEARCH) and in consultation
with Save the Children, training manuals and educational material for the mothers and first-line
health workers will be finalized.
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4.3.5 Field-testing of Training and Educational Materials

The training and educational materials will be initially implemented in field tests in 2-3
selected communities to determine their utility and to finalize their content based on feedback from
the mothers, health care workers, supervisors, trainers, study physicians and other study personnel.

4.4  Census, Mapping and Household Survey

A baseline census of the study areas will be conducted by enumerators to map and
characterize the population. A baseline household survey also will be conducted following the
census in the entire study population to identify the expectant mothers and to estimate birth and
infant and neonatal death rates. The survey will be used to obtain retrospective pregnancy, birth and
death information in the previous 2 years using a Demographic and Health Survey-type instrument.
Information on socio-economic and demographic variables, water and sanitation conditions, health
knowledge, health care seeking behaviour and other possible confounders or correlates of mortality
also will be collected in the baseline module so that any group differences can be adjusted for
during data analysis. The baseline census data and community maps will serve as the foundation for
the collection of data on live births, neonatal deaths and infant deaths.

4.5 Study Clusters and Randomization

Adjacent villages having about 6,000-7,000 population will be demarcated as study clusters.
About 60 such clusters will be selected for the study to ensure adequate sample size. To minimize
baseline differences in neonatal mortality rates and other characteristics between the intervention
and comparison areas, the clusters will be stratified by baseline neonatal mortality rates and
according to their geographic proximity and clusters within each stratum will be randomly allocated
to the two Intervention areas and the comparison area. All pregnant women and newborn babies in
the comparison clusters will receive usual obstetric and newborn care provided by the existing
providers. The mothers and first-line health workers in the intervention clusters will receive
comprehensive training in obstetric care, newborn care and identification of serious neonatal
bacterial infection.

4.6, Outcome Variables and Definitions Used

The primary outcome measure will be changes in neonatal mortality rates in the intervention
and control communities from the beginning to the end of the study period. Neonatal mortality is
defined as death of a live-born child within 28 days of life. A live-born child is defined as birth of a
live mfant after 28 weeks of gestation, still-birth is defined as birth of a dead foetus with a gestation
period of 28 weeks or more, and miscarriage is defined as birth of a dead foetus with a gestational
age of less than 28 weeks.

Secondary outcome measures will be cause-specific neonatal mortality rates as measured by
verbal autopsy method, rates of colonization with antibiotic-resistant bacteria in 1-month-old
infants, maternal outcomes, knowledge and behavior change outcomes and cost-effectiveness of the
packages of obstetric and neonatal care (please see annex 2). Cause-specific neonatal mortality rates
will be measured using a standardized verbal autopsy administered by trained, skilled health
workers. The proportion of neonatal mortality attributable to each cause, particularly due to serious
neonatal infection (“sepsis™) will be compared between the intervention and comparison
communities before and afier the study period. The term neonatal sepsis is collectively used for
septicemia, meningitis, or severe pneumonia, diagnosed using a clinical algorithm (25,26).
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Treatment of serious neonatal infections based in a clinical algorithm could lead to
considerable over-treatment, which could contribute to increasing antimicrobial resistance of
common organisms. To assess the effect of use of antibiotics on the resistance pattern of common
organism to antimicrobials, the proportion of 1-month-old infants colonized with antibiotic-
resistant bacteria will be determined in samples of infants from the both the intervention areas and
comparison area and will be compared. Colonization with antibiotic-resistant bacteria at 1 month of
age will be defined as nasal colonization with penicillin-resistant Streptococcus pneumoniae.

4.7. Sample Size Estimations

When interventions are allocated to communities or clusters but individuals within the
communities are the subject of the intervention, sample size determination can be done in one of
two ways. One option is to consider communities as the unit of observation. However, for
calculating the required number of communities, community-level incidence rates (or proportions
or means) and variance estimates are required and such data are often not available. The baseline
survey we plan to conduct will provide these data and we will check the validity of our sample size
calculation when the survey data become available.

For now, sample size has been calculated assuming individual Ievel randomization or a
simple random sampling method and the estimated sample size has been multiplied by an
appropriate design effect. The design effect is 1 if there 1s no heterogeneity between communities in
the outcomes of interest, in the sense that the variation between the community-specific rates or
means is no more than would be expected to occur by chance due to sampling variations. For most
outcomes, however, there are real differences between communities (i.e., the design effect will be
>1), and in these circumstances the required study size will be greater than with individual
allocation.

4.7.1 Sample Size for Impact on Neonatal Mortality

Sample sizes were calculated to detect assumed differences in neonatal mortality rates
between the treatment and comparison groups. The rates were assumed based on review of
available literature. Sample size required was calculated with 80% power, 95% significance level,
and an estimated design effect of 2 (design effect equals cluster size*intra-cluster correlation; we
estimated that the average cluster size will be about 200 newboms and we assumed a intra-cluster
correlation of 0.01). The following table provides sample size requirements for different levels of
baseline neonatal mortality rates (NMR) and different assumed ievels of reduction in neonatal
mortality rates:

Baseline NMR  Percent SS required in each Total SS required for cluster
per 1000 live  reduction  study randomized study assuming a design
births arm for individually effect of 2 (ns*design effect*number
randomized study of study arms)

60 40 1,326 7,956

50 60 653 3,918

50 50 984 5,904

50 40 1,604 9,624

40 60 822 4,932

40 50 1,239 7,434

40 40 2,022 12,132
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4.8.

4.8.1

With a baseline neonatal mortality rate of 50 per 1,000, an individually randomized study
with 1,604 newborns in each group would be sufficient to detect a reduction of 40% in the
intervention arms. If 50% of the neonatal deaths are due to sepsis and the intervention reduces
sepsis related deaths by 70%, then this sample size will also be adequate to measure the impact of
the intervention on sepsis-related death with 95% significance level and 80% power. We assumed
that doubling the sample size should be sufficient to account for between-community variability.
Thus, we anticipate enlisting about 20 communities, and 3,208 newborns in each study arm or a
total of about 60 clusters and 9,624 newborns in the study.

4.7.2 Sample size for pneumococcal nasal colonization

The nose and the nasopharynx are the principal reservoir in the body for S. preumoniae
(Spn), and the strains present there in healthy children reflect those that circulate in the community
and cause respiratory infections (27-31). A newly colonizing strain causes disease approximately
15% of the time and most often within a month of acquisition (27). We found previously that 54%
of young infants in South India had nasal (NP} colonization at age 2 months (32). Other
investigators have reported that 13% of South Indian infants below age 6 weeks were colonized
(33), and in Sub-Saharan Africa up to 80% of children were colonized at age 2 months (34-35). We
assumed that 10% of the 1-month-old babies in our population will be colonized. We further
assumed that 10% of the Spn isolates from babies in the intervention communities will be penicillin
resistant as opposed to 2% of the Spn stains isolated from infants in the comparison clusters. The
following table provides the required sample sizes to detect the assumed differences between the
treatment and comparison groups with 80% power and 95% significance level.

Study Group NP colonization Spn isolates Babies colonized Sample size
with Spn (%) resistant to with penicillin- required in
penicillin (%)  resistant Spn (%) each study arm
Infants from CC gnd HC 10% 10% 01
model communities
‘ 1703
Infants from Comparison 10% 2% 002

communities

Therefore, we will be required to enroll 1,703 one month old babies from each study arm or
a total of 5,109 babies in this component of the study.

Intervention Description

We plan to develop a package of obstetric and newborn care intervention including
management of serious neonatal infection and to evaluate the efficacy of two different strategies for
delivery of the services. The two delivery strategies are known as: 1) Community Clinic (CC)
model, and, 2) Home-based Care (HC) model. In this section, we provide a general description of
the interventions, although the specifics of the package will be further developed based on the
findings of baseline qualitative and epidemiological studies. Both intervention arms will involve
community health education and education in the provision of safe-delivery and essential newborn
care, in the recognition of maternal and neonatal danger signs, and in recognition and management
of serious neonatal infections. Mothers and newborn babies in the comparison arm will continue to
receive the current care (see Appendix 3).

Package of interventions
4.8.1.1 Community health education
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Community health education targeted toward pregnant women and their families (see also
Appendix 3) wiil be conducted in both intervention communities using a variety of media. To-date,
the health education to illiterate and semi-literate women in Bangladesh has largely relied on inter-
personal communication with some visual materials. However, to effect practice, we will be
required to target other groups e.g., husbands, community leaders. These groups will be reached
through group meetings. The partners of this project (Shimantik, BRAC, ICDDR,B) have extensive
experience in providing health education to rural women in Bangladesh. We will develop the health
education strategies building on the experiences of the partners. Specific health messages will
address the importance of:

1. prenatal care including TT immunization and adequate nutrition during pregnancy,
hygienic delivery practices,

identification of signs of emergency obstetric care and indications for self-referral,
signs of birth asphyxia and importance of resuscitation,

early and exclusive breastfeeding,

neonatal temperature maintenance,

hygiene for preventing neonatal infections,

monitoring of newborn weight gain,

W 0N R W

recognition of danger signs and symptoms in pregnant women and neonates, and

10. appropriate health-seeking behavior for sick mothers and neonates.

\ 4.8.1.2 Provision of essential safe-delivery and newborn care
Mothers and first-line health workers (TBAs, FWAs and HAs in the CC model; TBAs and

CHW:s in the HC model) will be provided education in the performance of essential practices to
improve obstetric and newborn care (see also Appendix 3). Obstetric and newborn care practices
which mothers and first-line health workers in both intervention areas will be trained in will
include: :

1. use of neonatal care kits;

2. hygienic maternal and neonatal care, including hand-washing, clean delivery, and neonatal
umbilical cord and skin care (including bathing);

| 3. recognition of maternal and newborn danger signs and referral of complicated pregnancies or
| obstetric emergencies to the nearest THC and referral of sick newbormns to the nearest THC.

4. thermal control, including drying the newborn with warm, clean towels immediately after birth,
wrapping the newborn in layers of cloth and dressing the neonate as appropriate for the season,
covering the newbom’s head, promoting skin-to-skin contact with the mother, and utilizing
skin-to-skin contact and/or sleeping bags designed for re-warming hypothermic neonates;

5. early, exclusive breastfeeding, including feeding of colostrum and avoidance of pre-lacteal
feeds. If the neonate sucks poorly, first-line health workers will be trained to teach mothers how
to feed expressed breast milk with a spoon. The health workers also will be trained in the
recognition and management of common breast problems during lactation (e.g., inverted
nippies, mastitis, breast abscess);

6. ocular prophylaxis for ophthalmia neonatorum,;

4.8.1.3 Education in recognition and management of serious neonatal infections
Mothers, TBAs and first-line health workers in both intervention models (FWAs and HAs in
the CC model, CHWs in the HC model) will be trained to recognize, refer and treat neonates with
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suspected serious infection, including pneumonia, meningitis and sepsis. Similar to the approach
used (20} and validated recently (personnal communication) by Bang ef al., if two or more of the
following signs are simultaneously present in a neonate, then the case will be denoted as potential
serious bacterial infection:

1. inability to feed adequately, or poor suck;

2. weak or abnormal cry or cessation of crying,

3. lethargic, drowsy, unconscious, or loss of tone;
4

erythema, tenderness, and/or discharge around the umbilicus; or localized skin infection
(pyoderma);

bt

diarrhoea, vomiting and/or abdominal distention;
6. respiratory distress: respiratory rate > 60/min, severe chest in-drawing, grunting;

7. axillary temperature >99° F or <95°F or neonate feels cold to the mother in the absence of an
otherwise identifiable reason for hypothermia;

8. seizures.

Although we provided a list of eight referral criteria and proposed that if two or more of
these signs are simultaneously present in a neonate, then the case will be denoted as serious
neonatal infection and referred, we realize that using two signs decreases sensitivity. It is important
to balance between missing cases and over treating with 10 days of parenteral antibiotics. To
achieve the nght balance we perhaps should have two groups of signs e.g., temperature >100
degree, seizures, rapid breathing and drowsy/unconscious which would require one sign whereas,
signs such as jaundice, diarrhea, abdominal distension would require two signs. Bang et al. in India
is in the process of analyzing their data on use of signs by Village Health Workers to predict
neonatal sepsis. Moreover, a muiticenter study has been proposed with the aim of further
developing and validating an algorithm for identifying seriously ill young infants, which may be
completed in time to inform the algorithm we choose. We will have the opportunity to modify the
algorithm based on those results and our own initial experience. We will revise and validate the
algorithm while we conduct the baseline studies.

In the CC model, there will not be surveillance for i1l neonates in the community; rather
management of sick neonates depends upon self-presentation to the clinic. In the HC model,
scheduled home visits and surveillance will facilitate identification, and subsequent antibiotic
treatment of neonates with potential serious bacterial infection. Parents of infants with potential
serious bacterial infection will be encouraged to take the child to the nearest THC. If the parents
are not able or are unwilling to take the child to the THC, the first —line health worker (HA or FWA
in CC areas; CHW in HC areas) will obtain consent and administer antibiotics either at the clinic
(CC model) or in the home (HC model).

The antibiotic regimen will be once-daily intramuscular procaine penicillin (50,000
units/kg) and gentamicin (5 mg/kg for neonates < 7 days of age, 7.5 mg/kg for those > 7 days of
age) for 10 days. Currently, it is recommended by the WHO that empirical management of serious
bacterial infections in young infants up to age 2 months include use of benzylpenicillin or
ampicillin plus an aminoglycoside such as gentamicin administered parenterally (36, 37). The
American Academy of Pediatrics approves use of penicillin G procaine at 50,000 units/kg daily for
moderately severe infections in the neonate, although not for severe infections due to limitations to
serum and CSF penetration; on the other hand, cotrimoxazole is not recommended for infants less
than 2 months of age. Studies in neonates < 7 days of age given penicillin G procaine at 50,000
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units/kg have shown serum levels of 7.4-8.8 ug/ml 2-12 hrs after the dose; levels in neonates > 7
days of age were 5-6 ug/ml during the first 4 hr after administration (38). Another study reported
peak serum concentrations of 7.7-41.9 ug/ml 4 hr after a single dose of penicillin G procaine at
50,000 units/kg (38). These levels would be expected to be sufficient to treat group A
streptococcus, and penicillin-sensitive pneumococci, major pathogens found to cause infections in
young infants in the WHO Young Infant Study (39). Recent data from Bangladesh demonstrated
that 10.5% of pneumococci isolated from children at Shishu (Children) Hospital had intermediate
resistance to penicillin (MIC 0.1 to 1.0 ug/ml); no instances of total resistance were found (40). In
contrast, 61.9% and 15.2% of isolates had intermediate and total resistance, respectively, to
cotrimoxazole. We feel that oral administration of antibiotics is not prudent for treatment of
neonatal infections, injection of antibiotics in the home more than once daily is not feasible in
developing countries, and the third-generation cephalosporins are too costly and have associated
concerns regarding increased risk for emergence of resistant strains with widespread use.
Consequently, we feel that procaine penicillin in combination with gentamicin given
intramuscularly once daily 1s a rational choice for treatment of the common agents of neonatal
infections in the community.

In addition to antibiotic treatment, mothers of neonates with suspected serious bacterial
infection will be encouraged to continue breastfeeding and will be taught to maintain their
neonate’s temperature. Parents of neonates with suspected sepsis who refuse referral to the THC
will be instructed to bring their baby to the clinic daily for 10 days (CC model) or the neonate will
be visited in the home for 10 days by the CHW (HC model) for assessment of the clinical condition
of the baby and administration of antibiotics. If the condition of the baby deteriorates, the parents
again will be encouraged to take the child to the nearest THC. If the parents are not able to comply
with the referral, treatment will continue as before at the clinic or in the home. Hospitalized
neonates will be kept in a health center/hospital until clinically stable (i.e., normal feeding, stable
body temperature); thereafter, consideration will be given to continuing treatment in the community
(at the climic or in the home).

All health workers will receive appropriate and adequate training about the safe use of
injectable antibiotics {details in section 4.13). The skills of the health workers wiil be formally
evaluated and the report of that evaluation will be submitted to the Ethical Review Committee for
review and approval to proceed with the evaluation of the actual intervention. Details of this has
been given in section 4.14.

Delivery Strategies

4.8.2.1 Community Clinic (CC) model

Functional community clinics will be established by the Ministry of Health and Family
Welfare (MOHFW) and the partner NGO. These clinics will serve as the focal point for delivery of
maternal and newborn care. TBAs in the CC clusters will be trained and supervised in the provision
of safe delivery and basic newborn care (as outlined above). The mothers, TBAs, FWAs and HAs
will be trained in routine newborn care and in recognition of danger signs indicating the need for
emergency obstetric or neonatal care, and the importance of timely care-seeking (see Appendix 3).
The CC health workers (FW As and HAs) will offer ESP services including antenatal, postnatal and
newbom care from the CC, and will manage ill neonates who present to the clinic, including those
with potential serious neonatal infection (sec 4.8.1.3).

4.8.2.2 Home-based Care {HC) model
There will be no CC in the HC clusters. We are working closely with the MOHFW. Two
MOHFW Directors are participating in this project as investigators. MOHFW is phasing in CCs,
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and indicated that they do not plan to build CCs in those areas during the time of the intervention.
In these clusters the mothers, and first-line health workers (in this case, community-based TBAs
and CHWs providing services in the homes) will be trained and supervised in routine newborn care
and in the recognition of maternal and neonatal danger signs and the importance of promptly
secking care (as outlined above). In contrast to the CC model, however, CHWs will provide
antenatal care in the home, will assist with delivery care, and after birth of the neonate will make
scheduled home visits to provide essential newborn care and, if necessary, manage serious neonatal
bacterial infections in the home. CHWs will be from the communities themselves, and will be
available to provide assistance at any time in-between visits. TBAs will be instructed to attend all
deliveries in their village and will be given a small financial incentive for reporting each birth. The
CHWs will be primarily responsible for providing newborn care but the TBAs will also be trained
in newborn care so that they can work with the CHWs as a team or can provide this care in the
absence of the CHW. CHWs also will be instructed to attend all deliveries and assist the TBAs as
needed. The CHWSs will follow the neonates regularly through the neonatal period as part of their
surveillance activities. The CHWSs in the intervention communities will be instructed to visit all
newborns on the first, third, and seventh days, and then weekly until the baby is 28 days old.

Due to the presence of CHWs in the homes, additional services that can be provided as part
of this intervention package include:

1. neonatal resuscitation, including recognition of birth asphyxia within 1 minute of birth,
clearance of mucus with an oral mucus sucker/trap, provision of tactile stimulation and, when
necessary, artificial breathing with mouth-to-mask or tube-and-mask techniques;

2. growth monitoring (e.g., PATH, TALC scales});
3. recognition and management of skin and umbilical infections;

4. active surveillance for danger signs, particularly potentially serious bacterial infections.
4.9. Record keeping

In both intervention models, first-line health workers (FWAs and HAs in CC areas, CHWSs
in HC areas) will record detailed clinical information including outcome for infants in their care,
either at the clinic or in the home, respectively, using a standardized data collection form.

4.10. Data Collection for Assessing the Impact of the Intervention

4.10.1 Vital statistics, verbal autopsies and other outcome measures

The primary outcome, changes in neonatal mortality rates in the intervention and control
communities from the beginning to the end of the study period, will be based on accurate
measurement of mortality rates. Trained Data Collectors (DCs) will be responsible for a} counting
pregnancies, live births, neonatal and infant deaths, and b) conducting verbal autopsies in reported
neonatal deaths. The DCs, however, will not have any training on neonatal care, and their work will
be independent of the intervention. The DCs will collect demographic data from both the
intervention and control communities on a 3-monthly basis. The first-line health workers will
provide a record of every known birth and neonatal death in the community care intervention
clusters, but we may not know about all births and deaths, particularly in the comparison clusters.
To minimize potential bias, the DCs will ascertain and record the outcome of all reported
pregnancies (stillborn, live-born, miscarriage) within the control and intervention communities. In
addition, we will compare the records of the health workers to those of the DCs on births and deaths
in the intervention clusters on an ongoing basis to estimate whether these events are undercounted




by the DCs. If an undercounting is found, we will attempt to determine the reasons for such
undercounting and will use this information to retrain the DCs.

Verbal autopsies will be performed to determine the cause of death for all neonatal deaths in
both the intervention and control communities. Verbal autopsies will be conducted using a
structured and validated instrument. Cause of death will be determined independently by 2
pediatricians/neonatologists who will review the verbal autopsy records. In addition, we will
develop a computer algorithm to assign causes of death. Death will be categorized as follows:
prematurity, sepsis/meningitis/ pneumonia, diarrhea, asphyxia, tetanus, hypothermia, birth trauma,
congenital anomalies and unknown.

Data on antenatal care, TT immunization, iron/ folate supplementation, place of delivery,
birth attendants, post-partum care and complications, neonatal preventive care, breast-feeding and
neonatal hypothermia will be collected during the 3-monthly visits from recently delivered mothers.

4.10.2. Colonization with antibiotic-resistant bacteria

Colonization with antibiotic-resistant bacternia will be assessed in sub-samples of one-
month old infants during the period when the interventions will be implemented. Nasal swabs will
be obtained from the infants and cultured for penicillin-resistant Streptococcus pneumoniae by
standard techniques (28,29,32,33).

4.10.2.1. Sampling of children for bacterial culture

Comparison will be made of the proportions colonized with antibiotic-resistant
pneumococci of samples of children from the two intervention areas and the comparison area. The
samples will be selected every week from all three areas from a list of one-month old infants using
a simple random sampling method. The sampling fraction will be determined by dividing the
numbers of infants required to be sampled each week by the numbers of infants available for
sampling in that week.

4,10.2.2, Specimen collection and transport

Nasal culture swabs will be obtained by trained laboratory assistant when the infant 1s 1
month old. Swabs will be collected by standard methods using a smail flexible rayon-tipped swab
{Difco CultureSwab Transport Medium with Amies Medium) inserted into one nare to the level of
the anterior nasopharynx, attempting to saturate the swab by leaving it in place for 5 seconds or
rotating it 180 degrees before removal. Swabs will be placed in transport media, labeled by the
laboratory assistant and transported to Dhaka Shishu Hospital within 24 hours.

4.10.2.3. Microbiology and antibiotic-susceptibility testing

Bacterial culture of the nasal swab for 8. preumoniae will be performed at the Shishu
Hospital microbiology laboratory using standard methods and interpreted as described previously
(32,33). Pneumococcal serotype/group determination will be performed by the capsular swelling
procedure (quelling reaction) with type-specific anti-pneumococcal pool, type or group, and factor
sera (Statens Seruminstitute, Copenhagen, Denmark) as we have described previously (41). All
pneumococcal isolates will be tested for antimicrobial susceptibility against penicillin as we have
described previously (41).

4,11. Determination of Costs and Cost-Effectiveness

The study will track costs and make estimates of the cost-effectiveness of the CC and HC
intervention models, compared to the control area and compared to other estimates in the literature.
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4.11.1 Calculating Costs

In order to effectively estimate the costs that are related to the interventions themselves,
costs will be divided into the following groups: program intervention costs, users’ intervention
costs, and research and evaluation costs. Program intervention costs, which can be directly
compared to changes in outcome measures in cost-effectiveness analysis, will be collected by
program staff and will include:

Payments to first-line health workers.

Training courses for health workers.

Drugs, supplies, and neonatal care kits used in the course of the intervention.
The cost of renting clinic buildings

Amortized capital costs (equipment, vehicles, buildings)

VVVVYYVY

We will track and include capital costs, using depreciation techniques to calculate the
portion of the investment cost that is appropriate to include in the cost-effectiveness calculation.

Research and evaluation costs, which are not counted when calculating cost-effectiveness,
include survey implementation and analysis and verbal autopsics. Users’ intervention costs will be
measured through the baseline and follow-up demographic household surveys. These costs include
any direct financial payments for services, as well as transportation costs and the amount of time
that individuals spend to use the services of the intervention. Questions about each of these items
will be included in the baseline and follow-up demographic household surveys. Time costs will be
translated into financial costs based on the economic level of the household, as measured by the
household survey (see Section 4.13, below). The costs of any pre-existing (baseline) services will
be considered when calculating the true costs of the intervention for users.

The study will follow recommended costing and accounting techniques for the allocation of
indirect costs and calculation of depreciation (42, 43). We will use time-allocation interview
procedures to further assist in attributing indirect costs to the interventions’ outcomes, based on
Activity-Based Costing techniques (44, 45). An additional option is to use a WHO costing
spreadsheet specifically designed to cost out interventions to reduce maternal and neonatal
mortality in developing countries (46).

4.11.2 Measuring Cost-effectiveness

We will use the following effectiveness measures as denominators for cost-effectiveness
ratios: (1) neonate treated; (2) neonate death averted — all causes; (3) nconate sepsis death averted;
and (4) neonate asphyxia death averted. Deaths averted will be measured by the demographic
household surveys. Cost-effectiveness ratios will be calculated for each of these measures and
compared across the CC Intervention, HC Intervention, and comparison areas — and compared to
estimates in the existing literature. In calculating separate cost-effectiveness ratios, we will
separately calculate both the outcomes and the costs for the prevention of neonatal sepsis and
neonatal asphyxia deaths - so the costs included in the numerators for these two cost-effectiveness
ratios will be mutually exclusive. The division of the costs between the two causes of death will be
based on the allocation of workers’ time and supplies for specific tasks directly related to the cause
of death in question, and a general allocation of remaining time and supplies that cannot be directly
traced. In calculating the time and input costs related to the neonatal intervention, we will separate
out those costs that are relevant to maternal mterventions. However, at this point we do not plan to
calculate separate cost-effectiveness ratios for maternal health care, since mothers are not the
principal target of the intervention.
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4.12 Equity Analysis for Program Beneficiaries

The baseline and follow-up demographic household surveys will include questions on
respondents’ economic status, gender, and area of residence. The study will analyze the distribution
of the interventions’ benefits by each of these characteristics — to determine which groups are
benefiting the most from the intervention. This analysis will be done both for neonates treated and
also deaths averted, so 1t will be possible to determine if economic status, gender, or area of
residence is a predictor of positive response to treatment. Economic status will be measured using a
series of variables reflecting household ownership (housing, appliances, animals, vehicles) and the
state of the household’s dwelling.

4.13. Training

TBAs and first-line health workers (FWAs and HAs in the CC areas; CHWs in the HC
areas) in the intervention communities will receive training on different components of the obstetric
and neonatal care intervention.. All health workers (HA, FWA and CHW) will receive appropriate
and adequate training on identification of neonates with health problems using a clinical algorithm,
correct diagnosis, and management including the safe use of injectable antibiotics. Section 4.3.4
describes how the training package will be developed. The health workers will receive 6 week
training with 36 working days. The draft training programme 1s given in Appendix 5. The clinical
component of the training will be conducted in a reputed and established health training institute
with attached clinical facilities. This training will be provided by clinicians of the training institute,
trained project staff and will be supervised by the pediatricians in the team of investigators. The
training will be preceded by a 5-day training of trainers, who will be trained by experienced
neonatologists/paediatricians and obstetricians. The skill development of the health workers will
be continuously monitored during training based on the IMCI clinical course training methodology.
Health workers facing problems with the correct assessment and management of the neonates will
be identified and individualy guided.

The Physicians, Medical Assistants and Family Welfare Visitors working in the THC and
Union Health and Family Welfare Centres (UH&FWC) will also receive a short training on
management of emergency obstetric cases and neonatal sepsis cases as these cases will be referred
to them from the communities. These trainings will be provided by trained project staff and
supervised by the pediatricians in the team of investigators.

4.14. Evaluation Of Health Worker Training

At the end of the training, the 40 trained health workers will spend 2 weeks in one of the
two study upazilas for field assessment of their ability to perform assigned tasks with respect to the
management of sick neonates. This will include identification of sick neonates, classification of the
condition, and management. The field assessment will be done in 2 batches with 20 health workers
in each batch, that is over 4 weeks total.

The area along with the households will already be mapped and listed during the baseline
census. The health workers being trained will visit the listed households looking for nconates. We
expect each health worker to be able to visit 50 households each day and to identify 4 neonates
every 6 days on average. In 12 days, they will identify about 320 neonates. For each neonate, they
will ask the mother whether the baby has any problem and if there is a reported problem then the
health worker will conduct a full clinical assessment, classify the condition and prescribe the
appropriate treatment which will be referral for those classified as having a severe infection
(without giving any antibiotic, but recording on the evaluation form the dosage of the injectable that
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the child should be receiving). For each identified neonate, the health worker will also fill out a
small form indicating the address of the neonate. The neonate address form will be sent
immediately by a local messenger to the trained physician waiting at one of 8 selected locations.
The physician will visit all the neonates immediately (within 2-3 hours of notification) and conduct
their own assessment of the neonate’s condition. Each physician will need to visit no more than 2-3
neonates everyday. We will compare the assessment and management of health workers against the
physicians as gold standard. An agreement of 80% will be considered as acceptable agreement.

A report of this evaluation will be submitted to the Ethical Review Committee for review
and for approval to proceed with the evaluation of the actual intervention as designed.

4.15. Implementation of the Intervention

The interventions will be initially implemented in 2-3 selected communities to determine
the training and other support system needs for the implementation of the intervention. In the CC
intervention communities, clinics will be established. At the commencement of the study, the drug
and other supply needs of the health workers will be assessed. Supply utilization will be monitored
and the requirements wil! be periodically reviewed and appropriate changes will be made as needed.

A simple record keeping and reporting system will be designed and implemented. This will
mainly assist the service providers in conducting a comprehensive assessment of the sick neonates.
The THCs 1n respective sub-districts will serve as the referral facilities.

A system will be established to carefully monitor and ensure the performance standard of
the health workers and other intervention staff on an ongoing basis. The activities of the health
workers in both models will be monitored on an ongoing basis by field supervisors who will visit
each clinic (CC model) or each health worker (HC model) once every fortnight and by the study
physicians. Technical review sessions will aiso be organized as part of the routine management
meetings. These sessions will be designed to address common and/or persistent problems with
service delivery and quality of service. The health workers will receive refresher training every two
months.

4.16. Quality Assurance

To ensure proper implementation of the intervention and to ensure the quality of CHWs’
assessments and management, the project Medical Officers and Clinical Supervisors (nurses) will
undertake intensive supportive supervision of the CHWSs on a regular basis. They will observe
actual assessments of neonates by the CHWs and will make systematic random checking of the
nconatal cases assessed by the CHWs. Bi-monthly refresher training will be arranged for the
CHWs and other project field staff in which the problems encountered will be discussed and
resolved. To ensure the quality of the data collected, the study supervisors and investigators will
make spot checks. In addition, a 5% sample of study mothers will be re-interviewed within two
days of the original interview.

4,17. Data Management and Analysis
4.17.1 Data management

All questionnaires and data forms will be reviewed by the investigators for accuracy,
consistency and completeness. Whenever necessary, the CHWs/DCs will make additional field

. visits to clarify inconsistencies or collect missing information. After editing, the data will be entered

in databases using on-line custom-designed data entry programs. Necessary range and consistency
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checks will be in-built. Data will be periodically checked by running and reviewing frequency
distributions and cross-tabulations.

4.17.2. Data analysis
Baseline characteristics of the treatment and control groups will be examined for group

comparability. Any significant baseline differences will be controlled for during data analysis. The
frequency distribution will be examined to assess the distribution of data. If the data is not normally
distributed, decisions about need for data transformation and the appropriateness of statistical tests
will be made. To account for the clustered nature of the data, techniques such as Generalized
Estimating Equation and multi-level modeling will be used.

Efficacy evaluation will be done by comparing the primary and secondary outcome
measures in the two intervention areas and the comparison area after controlling for the baseline
rates. The baseline rates will be calculated using the baseline survey data. Annual mortality rates
during the intervention phase will be calculated using the three monthly demographic data. For
calculation of mortality rates, all births and deaths that occur in the study area will be included
irrespective of whether or not they received the treatment.

To detect statistical differences in neonatal mortality changes in the study arms, a t-test will
be performed at the cluster levels. T-tests will examine the differences in the mean of neonatal
mortality changes between baseline and at completion (NNM;,-NNM,) among the study arms.
Because of multiple comparisons among the study arms, Bonferroni and Scheffe adjustment
procedures will be used to adjust p-values.

Because of variability in the characteristics of the population in the study arms, the t-test
will also take into account the differentials in the characteristics of the population in which the
observed rates will be weighted by the expected rates in the clusters.

In addition, at an individual level, the logit of probability of NNM will be modeled as:
Logit(py) = og+PX+ 8Zj + yM; + vj,
where, X is a categorical variable for the study arms, Z is the matrix of characteristics of the
infants/mothers, and M; is the baseline NNM rate at cluster j; and v is the stochastic parameter for
unobserved heterogeneity at the cluster levels. The model will be fitted as a random-effects GLM
with logistic link. The differentials in NNM by study arms will be tested by null hypotheses: B,=0,

B2=0, and '31:[32.

Same statistical procedures will be used for other outcome variables.
5. Ethical Assurance for Protection of Human Rights
5.1. Ethical Review Committee (ERC)

The Investigators will be responsible for ERC approval for the study. Before the study
commences, the appropriate documents (which may include the Protocol, Informed Consent form,
and information sheets) will be submitted to the ERC by the Investigator. A copy of the study
approval, including informed consent approval, is to be kept with the Investigator’s study

documents.

Appropriate reports on the progress and termination of the study will be made to the ERC by
the Investigator in accordance with ERC guidelines and govermmental regulations
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5.2, Informed Consent

In obtaining and documenting informed consent, the Investigators must comply with the
applicable regulatory requirement(s}, Good Clinical Practice, and ethical principles. The Informed
Consent form must be approved by an ERC prior to its use.

The Informed Consent forms describe that participation is voluntary and can be terminated
at any time without reason. The scope of the tnial is explained. In addition, the parent/guardian will
receive information on alternate sources of care. By agreeing (by signing, when appropriate) to the
Informed Consent form, the parent/guardian confirms the child’s voluntary participation and their
intention to follow the study protocol and the instructions of the Investigator.

The Investigator is responsible for obtaining verbal/written informed consent, as
approprniate, from the parents/guardians for each subject enrolled.

This is a large project in an estimated 80,000 houscholds. The study will invelve formative
research (both qualitative and quantitative), design and implementation of a package of
interventions, on-going collection of data to assess the adequacy of the implementation of the
intervention and to measure various outcomes. We plan to obtain verbal consent when we employ
data collection methods that are neither sensitive nor invasive. Written consent will be obtained
when sensitive/invasive procedures are applied. The table below summarizes the types of consent
that we plan to obtain by study methods.

Summary of Consent Procedures

Study methods Estimated Sample size | Verbal | Written
consent | consent
Phase I: Formative Research and Development
Baseline qualitative studies
Semi-structured interviews 50-60 v
Observation of deliveries 10 v
Focus group discussions 6 (estimated number of v
participants: 60-72)
Baseline census and household 80,000 households v
surveys
Worker skill evaluation 80,000 households v
Phase II: Intervention Evaluation
Initial consent for inclusion in the 30,000 women of child
Home Care Arm of the Study bearing age and about v
3,300 newborn babies
Initial consent for inclusion in the 30,000 women of child
Community Clinic Arm of the Study | bearing age and about v
3,300 newbormn babies
Initial consent for inclusion in the 30,000 women of child
Comparison Arm of the Study bearing age and about v
3,300 newbom babies
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Study methods Estimated Sample size | Verbal | Written

consent | consent

Management of serious infection in 500-600 newborn babies

neonates at home or CCs if referral v

fails

Collection of nasal swab 5,200 v

Community education 80,000 households Only routine
recommended care

Provision of safe delivery and 6,600 pregnant women | Will be provided.

newborn care and newbom babies Therefore no
consent will be
obtained.

When written consent is obtained, signed copies of this consent form must be a) retained on
file by the Principal Investigator, b) given to the participant and ¢) put in the babies file. The written
informed consent form must be signed and dated by the parent/guardian prior to the specific study
procedure.

6. Resources, Coordination, Collaboration, and Project Management
6.1 Personnel and responsibilities

6.1.1 Principal Investigator, Dr. Mathuram Santosham, is responsible for:

1. protocol development, modifications, and submission to review committees;

2. study oversight, including subject recruitment, screening, and monitoring; recruitment of
personnel, training and oversight; submission of timely reports as needed, local budget
management; and study integrity and quality;

3. data compilation, analysis, interpretation and security;

4. manuscript preparation and submission to scientific journals.

6.1.2 Co- Principal Investigator(s), Drs. Robert Black, Abdullah Baqui, Shams El Arifeen, Gary
Darmstadt, are responstble for:
1. implementation of the project and quality collection of data;
2. submission of timely reports;
3. data compilation, analysis, interpretation and security;
4. manuscript preparation and submission to scientific journals.

6.1.3 Co-investigators, are responsible for:
1. recruitment of subjects, randomization, supervision of field activities, laboratory
testing, study monitoring, data compilation and analysis.

6.2 Study Site and Role of Partners:

The Project will be carried out in two rural sub-districts of Sylhet division of Bangiladesh in
collaboration with the Ministry of Health and Family welfare (MOHFW) of the Government of
Bangladesh (GoB), ICDDR,B, Dhaka Shishu Hospital, Institute of Child and Mother Health, Save
the Children Federation (local Bangladesh field office and Washington D.C.-based Saving
Newbom Lives Initiative team), and two national NGOs — Shimantik and BRAC, BangladeshThe
following section identifies the main responsibilities of each partner.
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The responsibilities of partners are explicitly outlined in Matrix 4. General areas of
responsibility include:

Johns Hopkins University will be responsible for the following activities:
a) proposal development
b) fund raising
¢) IRB/ERC approvals
d) development of training and educational materials
d) overall design, coordination and supervision of field implementation
d) data analysis and preparation of reports
¢) dissemination, policy recommendation, advocacy

Child Health Program of ICDDR,B will be responsible for the following activities:
a) recruit management and field staff
b) implement baseline studies
c) participate in the design and pre-testing of intervention
d) assist with training and implementation of the intervention
¢) responsible for collection and management of data for evaluation purposes
f) monitor implementation of intervention
g) participate in data analysis and report preparation
h) participate in dissemination, policy formulation, and advocacy

Dhaka Shishu Hospital in Dhaka, Bangladesh will provide laboratory support for collection and
processing nasal swabs.

Save the Children will assist with proposal development, identifying resources to aid in the design
of baseline ethnographic studies and in the design of instruments and training manuals, design of
the interventions, including community education, neonatal care and treatment protocols, data
interpretation, preparation of manuscripts, dissemination of results, policy formulation and
advocacy.

Institute of Child and Mother Health, Dhaka will assist with design of training manuals and
training of first-line health workers, and design of the interventions.

BRAC will assist with design of baseline studies, design and implementation of the intervention.

Shimantik will be jointly responsible with JHU and ICDDR,B for the implementation of the
intervention. The study will be conducted in the field area of Shimantik in Sylhet. TBAs, CHWs
and DCs will be recruited from the HC villages so that they can reilate to and communicate with
mothers and other members of the study community in the local dialect. Shimantik will be
specifically responsible for the following activities:

a) assist with field staff recruitment

b) baseline studies

¢) participate in the design and pre-testing of intervention

d) working closely with GoB and other partners, responsible for training and

implementation of the intervention

e) collect and manage data for evaluation purposes

f) monitor implementation of intervention

g) participate in data analysis and preparation of report

h) participate in dissemination, policy recommendation, advocacy

SEARCH will provide on-site exposure to home-based neonatal care in its Gadchiroli project area.
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6.3. Project Management

The Neonatal Intervention Project is an initiative of the Johns Hopkins University (JHU),
USA. To ensure relevance and proper implementation, JHU has established partnership with the
following Bangladeshi institutions:1) Government of Bangladesh (Director/MCH, Director/PHC,
Research Director/NIPORT) , 2) ICDDR,B, 3) SCF/BFOQ, 4) Shimantik, 5) BRAC, 6) Shishu
Hospital and 7) ICMH. It is anticipated that the project will be funded through four different
funding mechanisms; 1) USAID/Global funding to JHU, 2) SNL/SCF funding to JHU which will in
turn subcontract with the Bangladeshi institutions Shimantik, BRAC, Shishu Hospital and ICMH to
support the implementation of the intervention, 3) USAID/Bangladesh funds to ICDDR,B to cover
the research and evaluation costs and 4) GoB ‘s contribution in-terms of use of staff time and
facilities.

The broad-based partnership of institutions and multiple sources of funding are major
strengths of the project. This will ensure the relevance of the project and will increase the likelihood
of scaling-up and sustaining the intervention The different project partners bring diverse, rich, and
unique experiences and expertise. However, the partmership and multiple sources of funding also
make the project management complex and challenging.

For proper management, the following project structure and guiding principles are
envisioned:

1) Project Coordination Committee (PMC) comprised of Investigators and the Project
Coordinator will be responsible for overall design and coordination of project activities. The
Principal Investigator or his designee will retain the authority to make final decisions
regarding the design and implementation of the project. The PMC will be responsible for
timely implementation of the project and submission of technical reports to all donors
periodically. However, each partner institutions will remain responsible for maintaining
accounts, submission of financial reports to donors and to deal with financial audits as
required by the donors.

2) A national level Technical Review Committee (TRC) will be formed to provide expert
inputs in to the design of the intervention, evaluation plans and formulation of policy
statements regarding implementation and future scaling up of the intervention. The TRC
will comprise of representatives from GoB, USAID, SCF, local UN agencies (e.g., WHO,
UNICEF, World Bank), major health NGOs (e.g., RSDP, UFHP, BRAC, BPHC),
professional associations (e.g., Perinatal Society, Neonatology Forum, Ob/Gyn Society).

3) The Project Management Team headed by the Project Coordinator will be responsible for
the implementation of the project. Although, staff members will be recruited through
different mechanisms, all full time project staff will be reporting to the Project Coordinator.
There will be two project teams: 1) Research and Evaluation Team and 2) Implementation
Team.

Local staff will be recruited primarily through two mechanisms: 1) ICDDR,B and 2)
Shimantik. The organization of the project was thoroughly discussed with senior management of
ICDDR,B and Shimantik. Both institutions endorsed the proposed organization of the project.

7. Project Completion and Sustainability

Upon completion of the project, health workers in the comparison clusters will be trained in
the provision of routine obstetric and neonatal care, recognition of danger signs in mothers and
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neonates, and, possibly, in the management of neonatal sepsis. The active participation of the
MOHFW officials, ICDDR,B and local NGOs will help to facilitate communication with
MOHFW/GoB and local NGO networks. This, in turn, will aid in dissemination of information
about the trial results and the translation of the results into policy statements and sustainment of the
intervention activities at the community level.

The NGO-partners Shimantik and BRAC are part of a network of NGOs supported by
USAID/Bangladesh through a cooperative agreement with Pathfinder International and BRAC.
Save the Children has an active presence throughout the Indian subcontinent, and SEARCH is
currently planning to expand their intervention areas in partnership with local NGOs in
Maharashtra, India. ICDDR,B has a proven track record of conducting health research and
providing policy assistance/guidance in Bangladesh. Thus, if the intervention proves to be
successful, we will have established partnerships in place that will facilitate scaling-up of the
mtervention.

Health services in Bangladesh are provided by the Ministry of Health and Family welfare
(MOHFW) and NGOs. MOHFW has one HA and one FWA in each electoral ward with an
estimated population of about 6000. MOHFW/GoB is planning to establish one CC in each ward.
As mentioned earlier, if the CC model proves to be effective, the findings will be disseminated
widely and technical assistance will be provided to scale-up the intervention in the HPSP of
Bangladesh and elsewhere. If only the HC model is found to be adequately effective, further
operational research will be conducted to incorporate this model into the HPSP of Bangladesh. As
an interim strategy, home visits may be required to effectively deliver newborn care and to identify
neonatal sepsis cases. The estimated number of annual births in a ward with a HA and a FWA will
be about 150. To implement the CC model as described, an estimated 900 visits annually will be
required by HAs/FW As per ward. If this additional workload is divided between the two workers,
each worker will be required to make about 2 additional visits per working day. This should be
possible as an interim strategy. Moreover, as the education received by mothers about maternal and
newborn care during a first pregnancy may have lasting positive impact during subsequent
pregnancies, and as more mothers in the community have benefited form the intervention and may
act as a resource pool, it may be possible in the future to target the intervention to only newly-wed
couples or, perhaps, first-time mothers), thus making the program less costly and more sustainable.

In addition, critical evaluation of the HC model may identify certain visits that are critical
and others not. Thus the number of visits may be reduced in a subsequent strategy. Once the
community clinics become fully functional in the HPSP of Bangladesh, parents who are not able to
take their sick baby to a distant THC due to resource constraints or social or family factors, may
well be willing and able to seek care from clinics. Thus, if either of the proposed intervention
models proves to be efficacious, then it will be of great benefit to Bangladeshi children.
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8. Time Line

Administrative and Fthical Approval:.....Before the commencement of the Project

Phase It
Hiring of personnel: ..o, e eeereseenen Months 1-2
Training of baseline study personnel: ..........ccooveveciiieioneerireerireeenn, Months 3
Qualitative STUAY: .o s Months 4-9
Census, mapping and baseline SUIVeY: ..........ocovceriimneirireenesieresee e Months 4-9
Design of INTervention: ........ccceicirieiinrrenteieeece e Months 6-10
Design of educational material:...................ooi Months 6-10
Pre-testing of the Intervention: ... Months 10-12
Training of first-line health workers: ........cccocovcvivvirincciiicseee Months 11-13
Phase II:
Begin and continue neonatal care Intervention: ........cccoveeeeirrecrencriinenns Months 14-28
Begin and continue home management of serious bacterial infections: .Months 14-28
| Begin and continue collection of vital StatiStics: ........cccvveerveeieereeennnen. Months 14-31
| Data quality assurance: ettt ettt ot ongoing
Data Management: .........oeciiiieiieriiiet ettt e e s e ongoing
Phase IIL:
Data analysis and report WITHNE: ....coccvvrvvevcireeire e erresree e erseessneens Months 32-36
|
|
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Type of
intervention

Behaviors to be promoted through the
intervention

Information needed to develop behavior change strategies

Group: FIRST-LINE

Health Workers

Home-based Care
Intervention
(CHWs)

- Home visit to promote use of ANC and TT
immunization

- Attend deliveries and take measures to ensure
clean delivery-Identify signs of EQC and refer to
Thana Health Centre (THC)

-Identify and manage birth asphyxia-Drying and
keeping the newbom warm-Cord care-Eye
prophylaxis

- Educate mothers to avoid pre-lacteal feed and
continue exclusive breast-feeding until the baby
is 5 mo old-Bathing and skin care

- Monitor growth

- Make scheduled home visits to identify
skinfumbilical infections

- Identify and treat skin and urnbilical infections
-— Identify signs of sepsis in the newborn and
refer to the nearest THC

- Treat sepsis cases at home if the parents are
unable to take their baby to the THC

Community Clinic
Intervention
(FWAs and HAs)

Educate mothers on delivery and newborn care
including signs of EOC and neonatal sepsis
during ANC visits to clinic. If 2 women reported
by a TBA to be pregnant does not come to the
community clinic for ANC visit she will be
visited at home once during the third trimester
and the education will be provided during this
visit

- Recognize and treat skin and umbilical
infections in neonates attending the clinics
-Evaluate suspected sepsis cases attending the
clinics

-Refer sepsis cases to THC

- Treat sepsis cases at the clinics if the parents
arc unable to take their baby to the THC

-Current practices of health workers in regard to ANC and TT
-Current delivery care practices of health workers if any: what they currently do to ensure clean delivery; what signs
they use to identify high risk deliveries and what actions they take

- Current newborn care practices: what routine care 1s provided to newborn infants including umbilical cord and skin
care, thermal control, eye prophylaxis?

-Can the workers recognize birth asphyxia? What signs are used to diagnose birth asphyxia? What terms are used to
describe birth asphyxia? What they do to manage birth asphyxia? Are they trained to resuscitate?

-Current role re feeding practices including pre-lacteal feeds, exclusive breast-feeding

- Recognition and management of pre-term and very LBW: do recognize them; how; do they do anything different for
these babies; if yes, what?

-Recognition and management of sepsis: Do CHWs currently play any role to identify and manage sick neonates? What
signs and symptoms they use to identify sick neonates; what terms they use to describe and categorize sick neonates;
what types of care they provide?

AHB
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Appendix 2
Indicators and data sources

Time

Interventions

Indicators

Data Sources

Before &
during preg-
nancy

- Family planning

- STD/HIV prevention & management

- Tetanus toxoid immunization

- Antenatal care

- Advice re nutrition

- Iron/folate supplem.

- Recognition, early detection & manage-ment of
complications (eclampsia, bleeding, abortion,
anaemia)

-Proportion of women received at least two antenatal check-
ups by trained personnel

-Proportion of women received at least two doses of TT
during pregnancy

-Proportion of women received iron/folate during pregnancy
- Proportion of women with correct knowledge of
pregnancy complications requiring self referral to a health
facility

- Proportion of women with correct knowledge of routine
neonatal care (breast-feeding, warmth, hygiene, skin and
cord care and recognition of neonatal danger signs)

- Data on antenatal care, TT immunization and iron/folate
suppl. and kmowledge of pregnancy complications and
newborn care will be collected from a sample of mothers by
DCs when the baby is one month old

During - Clean & safe (atraurnatic) delivery -Proportion of births attended by trained health personnel | -Data on place of delivery, birth attendants and delivery
delivery - Recognition, early detection & manage-ment of -Proportion of women with correct knowledge of delivery | complications will be collected from a sample of mothers by

complications at health center or hospital related complications requiring self referral to a health DCs when the baby is one mo old

(hemorrhage, eclampsia, prolonged / obstructed facility

labor - Proportion of women experienced delivery complications
After delivery: |- Recognition, early detection & management of -Proportion of women received post-partum care - Data on post-partum care and complications will be
mother postpartum complications at health center or -Proportion of women with correct knowledge of post- collected from a sample of mothers by DCs when the baby

hospital partum complications requiring self referral to a health 15 one mo old

- Postpartum care (promotion & support to breast- | facility

feeding and management of breast complications) - Proportion of women experienced post-partum

- Family planning cornplications {e.g., hemorrhage, retained placenta, sepsis)

- STD/HIV prevention & management

- Tetanus toxoid
Immediately - Resuscitation -Proportion of newborn received preventive care for eye, - Data on neonatal preventive care and resuscitation will be
after delivery: |- Prevention & management of hypothermia skin, cord infections and thermal control collected from a sample of mothers by DCs when the baby
newborn - Early & exclusive breast-feeding - Proportion of babies received resuscitation for birth is one month old

- Prevention & management of infections including
ophthalmia neo-natorum and cord infections

asphyxia

First maonth of

- Early & exclusive breast-feeding

- Neonatal Mortality Rate

- Data on nrcenancy. nreegnancv outcome. death and causes

AHB
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Time Interventions Indicators Data Sources

life: newborn | -Prevention & management of infections including |- Perinatal Mortality Eate of death (by VA) will be collected by DCs during 3 monthly

cord infections -Cause specific neonatal mortality rate home visits |
- Identification and management of serious neonatal |- Proportion of neonates colonized with antibiotic resistant |- Data on on breast-feeding, hypothermia and other neonatal |
infections bacteria morbidies will be collected by DCs when the baby is one

- Proportion of neonates exclusively breast-fed on day 1 and { mo old.

at 1 month of age - Data on referred cases will be collected from health

-Incidence of neonatal infections facilities

-Proportion of newbom received preventive care for eye, - Data on serious infections treated at home or CC from

skin, cord infections and thermal control CHWs record and CC records

-Proportion of babies received care for hypothermia (e.g.,
skin to skin contact)

- Incidence rates of selected morbidity e.g., umbilical cord
and skin infections, diarrhoea and ARI during the first
month of life

- Number of serious neonatal infections seen in the health
facilities and how many of them truly have serious
infections

- Number of serious neonatal infection cases managed at
home or CC

¢  The beld faced ones are primary indicators and the remaining ones are secondary indicators. .
e  The shaded indicators can only be used for descriptive purposes.
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Appendix 3

Table 1: Summary of interventions in the three study arms (Adapted from the WHO Mother-Baby Package)

Interventions Study Arm #1: Study Arm #2: Study Arm #3:
Home-based Care Model (HC) Community Clinic Model (HC) Comparison communities
Before -Family planning -Community health education on maternal |-Community health education on maternal
& during -STD/HIV prevention & management and neonatal health using a variety of and nconatal health using a variety of
pregnancy -Tetanus toxoid immunization media media
-Antenatal care -CHW:s based in villages educate mothers | -FWAs and HAs operating out of -FW As and HAs based in villages
-Advice re: nutrition on the importance of adequate nutrition, Community Clinics conduct provide immumization & FP services
-Iron/folate supplem. TT immunization, antenatal care, iron- immunization, antenatal care, iron-folate | during monthly outreach (satellite) clinics
-Recognition, early detection & folate supplementation and refer to supplementation -antenatal care, iron-folate
management of complications (eclampsia, |existing GoB/NGO clinics for these supplementation by health workers at
bleeding, abortion, anaemia) essential services; UHFWC
-insertion of IUDs, 1st dose depo-provera | -insertion of [UDs, 1st dose depo-provera | -insertion of IUDs, 1st dose depo-provera
imjections etc. by FWVs at UHFW Cs injections etc. by FWVs at UHFW Cs injections etc. by FWVs at UHFW Cs
-management of complications by -management of complications by -management of complications by
physicians & paramedics at THCs physicians & paramedics at THCs physicians & paramcdics at THCs
During -Clean & safe (atraumatic } delivery -Deliveries conducted in the home by -Deliveries conducted in the home by -Deliveries conducted in the home by
delivery -Recognition, early detection & trained TBAs assisted by CHWs traincd TBAs trained TBAs
management of complica tions at health -Complicated deliveries & management of |-Complicated deliveries & management of | -Complicated deliveries & management of
center or hospital (hemorrhage, eclampsia, |complications by physicians & paramedics | complications by physicians & paramedics | complications by physicians & paramedics
prolonged/obstructed labor) at THCs at THCs at THCs
After delivery: |-Recognition, carly detection & -Basic management in the home and -Basic management in the home and -Basic management in the home and
mother management of postpartum complications |referral of complications by TTBAs referral of complications by TTBAs and | referral of complications by TBAs
at health center or hospital HA/FW As operating out of CCs
-Postpartum care (promotion & support to | -Management of complications by -Management of complications by -Management of complications by
breastfeeding and management of breast | physicians & paramedics at THCs physicians & paramedics at THCs physicians & paramedics at THCs
complications) -Promotion of exclusive breastfeeding by | -Promotion of exclusive breastfeeding by
-Family planning CHWs FWAs & HAs operating out of Community
-STD/HIV prevention & management Clinics
-Tetanus toxotd
[mmediately | -Resuscitation -Early management of newbom by -Early management of newborn by mothers | -Current practices
after delivery. |-Prevention & management of hypothermia [ mothers, CHWs and TBAs and TBAs
newborn -Early & exclusive breastfeeding -Recognition and management of birth -Recognition and management of birth

-Prevention & management of infections
including ophthalmia neonatorum and cord
infections

asphyxia by CHWs
-Identification and management of
hypothermia by CHWs

asphyxia by TTBAs
-Identification and management of
hypothermia by TTBAs
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Interventions

Study Arm #1:
Home-based Care Model (HC)

Study Arm #2:
Community Clinic Model (HC)

Study Arm #3:
Comparison communities

First month of
life: newborn

-Early & exclusive breastfeeding
-Prevention & management of infections
including cord infections

-Promotion of exclusive breastfeeding by
CHWs

-Management of cord and skin infection by
CHW s at home

-Recognition (during home visits) and
referral to UHFWCs and THC:s of sick
neonates by CHWs

-Treatment of sick neonates referred by
CHWSs at UHFWCs and THCs

-Treatment of sick neonates at home by
CHW s if the parents are not able to
comply with referral

-Promotion of exclusive breast feeding by
FWAs & HAs operating out of Community
Clinics

-Management of cord and skin infection by
FW As operating out of CCs

-Recognition, referral and treatment of sick
neonates by FWAs & HAs operating out of
Community Clinics

-Treatment of sick neonates referred by
FWAs & HAs at THCs

-Treatment of sick neonates at CCs by
HAs if the parents are not able to comply
with referral

Current practices of families, TBAs and
FWA/HASs and other providers

AHB
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Table 2: Types of intervention related workers and their training, tasks and supervision by study arms

Type of Intervention Arm
worker HC Model CC Model Comparison
HA/FWA Number: These are existing GoB workers. Number: Same as HC Model. The NGO-partner will recruit similar workers to fill up the vacant positions Number: Same as HC Model
There are usvally 1-2 workers per 6,000- Training: Same as HC Model. Training: Same as HC Model
7,000 population. About 40% of the positions | Project will provide one month training and periodic refresher training in the following areas: Tasks: Same as HC Model
are currently vacant in the proposed study -Community health education focusing on neonatal and maternal health Supervision: Same as HC Model
site. -WHO's Mother-Baby package interventions
Training: These workers have on the job -Identification and management of serious neonatal infections
training on selected health and family -Functioning of Community Clinics
planning services, The services include -Establishing referral linkages with higher level health facilities
maternal health but almost no neonatal health |-Monitoring and supporting TBAs
care. No additional training will be provided | -Record-keeping and collection
Tasks: These workers currently organize Tasks: operating out of Community Clinics:
satellite clinics to immunize mothers and -conduct BCC, immunization, antcnatal care, iron/ folate supplementation
children, distribute contraceptives and - distribute temporary contraceptive methods
provide limited curative care (e.g., ORT for | -Symptomatic treatment of minor illnesses and injury
diarrhea and co-trimoxazole for pneumonia). | -Identify and refer mothers with pregnancy/ delivery/post-parturm complications to higher level facilities
Supervision: These workers are supervised -Refer neonates with serious infections to THC
and supported by GoB Sanitary Inspectors, | -Treat neonates with serious infections with parenteral antibiotics at CC if referral fails
Family Planning Inspectors and paramedics | Supervision: The supervision and support for workers operating CCs will be consistent with the level of
working out of UHFWC supervision that will be provided by MOH when the CCs will be functional. The system will be worked out
in consultation with GoB officials. Project paramedics will provide the needed support if a GoB personnel is
not available
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Operations Manuals

Appendix 4
PROJECT DOCUMENTS TO BE DEVELOPED

Baseline Ethnographic Study
Census and Mapping

Vital Statistics
Verbal Autopsy

Obstetric and Neonatal Care

Home Management of Neonatal Sepsis
Colomzation with Antibiotic-Resistant Bacteria
Cost-Effectiveness Analysis

Data Collection Instruments

Baseline Ethnographic Study
Census and Mapping

Vital Statistics
Verbal Autopsies

Obstetric and Neonatal Care

Home Management of Neonatal Sepsis
Colonization with Antibiotic-Resistant Bacteria
Cost-Effectiveness Analysis

Personnel Requirements

The following personnel will be required:

Obstetrician, Epidemiologist

Task Qualification of professional Qualifications of field staff
staff

Baseline ethnographic | Anthropologist Data Collectors with at least a

study 10" grade education

Design and field testing | Communication Specialist, Community Health Workers

of intervention Pediatrician/Neonatologist, with at least 10th grade of

education

Census, mapping, and
baseline survey

Epidemiologist/Demographer

Data Collectors with at least a
10" grade education

3-monthly
demographic data and
verbal autopsy

Epidemiologist/ Public Health
Physician/Pediatrician

Data Collectors with at least a
10" grade education

Neonatal care, home or
CC management of
infection

Epidemiologist, Public Health
Physician,
Pediatrician/\Neonatologist

Community health workers
with at least a 10" grade
education

Data quality assurance
and validation of
verbal autopsies

Epidemiologist/ Public Health
Physician/Pediatrician

Field supervisors with at least
Bachelor’s Degree and field
experience

Project physician

Data management and
analysis

Data Manager/Programmer

Data management assistant

AHB
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Training Requirements

Training of the following personnel is required:

Title Training

Enumerators accurate determination and recording of all live births, neonatal
deaths and infant deaths in assigned communities
accurate performance of verbal autopsy

Village health workers provision of neonatal care

hygiene during delivery and the post-partum period
neonatal resuscitation
newborn warming and skin care
early institution of breast feeding
ocular prophylaxis for ophthalmia neonatorum
measurement of birth weight
identification of high risk neonates
management of superficial skin infections
recognition of neonates with sepsis
administration of oral and parenteral antibiotics
record keeping

Field supervisors

quality controi

Project physician

quality control
validation of verbal autopsies

AHB
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Topic Methods Duration

Community health education Theoretical 6 half days=3 days
Video exercise
Role plays
Field practice
Essential safe-delivery Theoretical 18 half days=9 days
Video exercise
Role plays
Clinical practice
Essential newborn care: 18 half days=9 days

- use of neonatal care kits Theoretical
hygienic neonatal care, including hand-washing and | Video exercise
neonatal umbilical cord and skin care Role plays
thermal control of newborn Climical practice
early, exclusive breastfeeding
- ocular prophylaxis

Recognition and management of serious neonatal 30 half days=15 days

infections:
- Recognition of serious neonatal infections Theoretical |
- Classification of neonatal condition Video exercise |
- Identification of treatment Role plays |
- Measurement of correct antibiotic dose Clinical practice |

Practicing injections under supervision
Counseling the mother

Feeding counseling

- Management of cases

Total=36 days

Appendix §
DRAFT TRAINING METHODOLOGY AND CURRICULUM
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Appendix 6 ’
/

Draft Guides for data collection activities in the formative research phase of the studSr
“Community-Based Interventions to Reduce Neonatal Mortality in Bangladesh”

A. Semi-structured interviews with women who have recently delivered

I Identity of the care-providers
Who provides newborn care during the first week of life?

1} The grandmother? Y/IN
iy Which days? Day 1,2,3.4.5,6,7
i1) Which tasks? Describe
iii) What percent of the time?
2) The mother7Y/N
i) Which days? Day 1,2.34.5,6,7
i1} Which tasks?
iil) What percent of ihe time?
3} Others? Y/N - . -
i) Whom?
ii) Which days? Day 1,2,3.4,3,6,7
i1} Which tasks?
iv) What percent of the time?
4) Are there particular tasks performed by the mother, the grandmother, the traditional birth attendant, etc?
Describe:
5y Who assisted with delivering the baby?
{a) Midwife
(b) Traditional birth attendant
(c¢) Physician (OB)
(d) Other physician:
(¢) Grandmother
(f) Other family member
2) Noone
6} Was the delivery prolonged (took an usually long time)? Y/N
7}  Was the delivery complicated? Y/N
8) Were medications given 1o speed up the delivery? Y/N

11 Identity of those providing advice about newborn care during pregnancy and during the first week of life

9) Who provxded advice 1o you during pregnancy and during the first week after dehvery about newborn care

a) Physician (OB}
b) Physician (pediatric)
c) Traditional bu’th atzcndant
d) Nurse
€) Grandmother
f) Other relative:
- g) Other:
10} T received advice from a health care provider about:
a) importance of tetanus immunization during pregnancy Y/N
b) the importance of breastfeeding Y/N
¢) the importance of giving the first milk (colostrum)
d) the importance of starting breastfeeding within an hour of birth Y/N
e) the importance of exclusive breastfeeding, i.e., giving nothing else such as sugar water or bottle
feeding Y/N
£) I was discouraged from giving sugar water or other feeds besides breastmilk such as rormula Y/N
g) how to breastfeed Y/N
attachment of the baby Y/N
position of the baby Y/N
other Y/N
h) how to address breastfeeding problems such as
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breast engorgement Y/N
sare nipples Y/N
fissuring of nipples Y/N
other Y/N
1) the importance of handwashing after diaper changes Y/N
) the importance of kesping the baby warm Y/IN
i) drying the baby immediately after birth Y/IN
it) wrapping the baby immediately after birth Y/N
iii) putting a hat on the baby to help hinvher stay warm Y/N
k) care of the umbilical cord Y/IN
1) cleaning the umbilical cord Y/N
ii) putting a dressing on the umbilical cord Y/N
i1} What else?
1} bathing practices Y/N
i) frequency of bathing Y/IN
ii} whether or not to use soap Y/N
1i} whether to immerse the baby or pour water over the baby
iv} drying immediately after the bath
m) skin care
1) were you advised to apply anything to the skin Y/N
11} what were you advised to apply?
n) recognition of danger signs Y/N
i) how to recognize diarrhea Y/N
11) how to recognize pneumonia or breathing ditficulties Y/IN
111) how to recognize infection of the umbilical cord Y/N
itv) how to recognize skin infection
v) other danger signs:
0) were you encouraged to seek help if your baby developed danger signs? Y/N
p) from whom were you encouraged to seek heip if your baby has danger signs
i} traditional birth attendant
i1) nurse/midwife
iii) healer
iv) private physician
v) government physician
vi) other:
q) where were you toid to go if the baby has danger signs
1) stay at home and call the traditional birth attendant
ii} stay at home and call the nursc!mldmfe
1ii) private clinic or hospital
iv) government clinic
v) other:
r) were you advised to seek routine postnatal care on:-
i) day 2 e
ii} day 4
iii) day 6
iv) other:

111 Recognition of birth asphyxia

11) Did the baby have a problem with not breathing or getting enough oxygen at birth? Y/N

12} Was the baby blue after birth? Y/N
(a) All over
(b) Hands and feet onIy

13) Was the baby very pale after delivery? Y/N
14) Did the baby have any spontaneous movements after birth? Y/N
13} Did the baby cry on its own/spontaneousiy within the first few seconds after birth? Y/N
16) Did the baby need assistance with breathing immediately after birth? Y/N
17) What assistance was given?
{a) Smelled an onion or garlic
(b) Tap on the back
(¢) Head position was changed
(d) Suctioned from the mouth and/or nose
(e} Mouth-to-mouth resuscitation
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“18) Was the baby capable or not of suckling immediately after birth? Y/N
19) How did the baby suckle?

(a) Fed well

(b} Fed poorly

(¢} Could not feed

v Feeding practices

20) How soon after birth did you first breastfeed the baby?
(a) Within I hour
(b) Within 4 hours
{c) Within 12 hours
{d) Within 24 hours
(e) Longer than 24 hours
21} Did you have any trouble breastfeeding? Y/N
22) What breastfeeding problems did you have?
a} Baby could not latch
b) Baby could net get encugh milk
¢) Breasts were oo sore to feed
d) Breasis became engorged
e} Breasts became infected (abscess/mastitis)
23) Did you seek advice regarding this problem with breastfeeding? Y/N
24) From whom did you sesk advice:
a) Grandmother
b) Traditional birth attendant
c) Nurse/midwife
d) Physician
e) Sister
f) Neighbor
g} Other: .
25) Were you referred to a health care provider for this problem? Y/N
26) To whom were you referred?
a)} Traditional birth attendant
b} Nurse/midwife
¢} Private physician
d} Government doctor
e) Other
27) Did you give anything besides breasimilk during the first week of life?
28) If yes, what else did you give?
' (a) Sugar water
(b) Honey ‘ .
(c) Gil -
" {(d) Other ST
| 29) How often/how many times?
(a) Only once
(b) 2-3 times
{c) 4-6 times
{d} 7 or more times
30) For how many days was it given?
(a) 1day
(b) 2days
(c) 3-4days
- (d) 5-7 days
31) How was it given?
{a) Spoon
(b) Bottle
32) Baby fed colostrum (the first milk)? Y/N

\4 Thermal control k

33) Did you dry the baby immediately after delivery? Y/N
34) When (how long after birth)?

(a) Within | min

(b) Within 5 min
’ Page 49
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(¢) Within 15 min
(d} Within 1 hour
{e) Longer than | hour

35) By whom?
(a) Physician-
(b) Midwife
(c) Traditional birth attendant
{(d) Mother
(e} Grandmother
() Sister
(g) Other relative
36) What was used to dry the baby?
a) Clean towels
b) Acloth
¢y Other:
37) Did you warm the room for the delivery? Y/N
38) Did you warm the room at other times for the baby’s sake during the first week of 1ife? Y/N
39) When?
40) For what reason?
{a) The baby was cold
{b) To prevent the baby from becoming cold
(c) Other
41) Did you or anyone else wrap the baby in clothes immediately after delivery? Y/N
42} If yes, what was used 10 wrap the baby?
(a) Blanket
(b) etc
43) Were the-clothes used to wrap the baby clean? Y/N
44) Who wrapped the baby?
(a) Physician
(b) Midwife
(c) Traditional birth attendant
{d) Grandmaother
(e) Sister
(f} Other relative
45) How soon after delivery was the baby wrapped?
{a) Within 1 min
(b) Within 5 min
(¢} Within 15 min
(d) Within 1 hour
{e) Longer than 1 hour
46) Was a hat placed on the baby after delivery? Y/N
47) How often was a hat worn during the first week of life?
a) Everyday
by Only the day of delivery
¢} Just now and then
48) How long after birth did the first hug of the baby occur?
(a) Within 1 min
{b) Within 5 min
(c) Within 15 min
(d) Within 1 hour
(e} Longer than 1 hour
49) If longer than 5 min, why?
(2) The baby was sick
(b) Mother was sick
{¢) Others were hugging the baby

50) Did you have skin-to-skin contact with the baby (i.e., the baby was sull naked and was placed on the mother's

chest/abdomen) immediately after birth or any time du.r:na the first week? YfN
51} When? Iinmediately after birth? Y/N :
32) What other tmes?____ -+
53) Did the baby ever feel cold to you? Y/N
34} If yes, how did you tell?
{a) Baby feit cold to the touch
(b) Someone else told me the baby was cold
(¢) Temperature was measured
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55) What did you do about it?
(a) Wrapped the baby in more clothes/blankets
(&) Heated the rcom
(c) Breastfed the baby
(d) Skin-to-skin contact

\2! Hygienic practices

56} Do you wash your hands before handling the baby?
(a) Always
(b) Sometimes
(c}) No
57) Do you wash your hands after diaper changes?
(a) Always
(b) Sometimes
() No
58) What do you use to clean your hands?
(a) Water
(b) Soap
(c} Spirit (alcchot)
(d} Other disinfectant: name
(e} Other

VII Umbilical cord care

59) Did you clean the umbilical cord? Y/I¥
60) How ofien?
(a) Once daily
(b) Twice daily
(c) Three times daily
(d) Every other day
(e) Twice during the first week
() Once during the first week
61) With what? ~ :
(a2} Water-
(b) Soap and water . *
(c} Spirit (alcohol} . ' |
{d) Other ' : . |
62) What did you apply the cleanser with? ‘ o
a) hands : o
b} cotton ball
¢) clean cloth o
d) other Lowt
63) Did you apply anything to the umbilical cord? Y/N
64) What? ‘
(a) Antiseptic? Name the antiseptic
1. Gentian violet
2. Triple dye
3. Chlorhexidine
4. Spirit (alcohol)
5. Other antiseptic
(b) Dust? :
{c) Other?
65) How often/how many times?
{a) Once daily
(b} Twice daily
{c) Three times daily
{d} Every other day
(e) Twice during the first wesk
(B Once during the first week
66) Did you keep the umbilical cord cavered? Y/N
§7) With what?
(a) Sterile dressing
(b) Cloth
Page 51
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{c)

(a)
(o)
(¢}
{d)
{e)

Other

*  68) Did the diaper cover the umbilical cord? Y/IN
69) Were any problems with the cord encountered? Y/N
70) Whart?

Redness -
Tenderness
Pus
Qozing
Other

71) How did you deal with the problem?

(a)
)]
(c)
(d)
{e)
9]
(g)

Went to see the government doctor

Went to a private clinic

Went to see a healer

The midwife/nurse was summoned

The waditional birth attendant was summoned
Took care of it myself

Cleaned the umbilicus more frequently

(h) Other
VI Bathing practices

72) Did you bathe the baby during the first week? Y/N
73) How ald was the baby when the first bath was given?
(a) Less than 6 hours
(b) 7-24 hours
(c) 1-2days
(d) 3-4 days
(e) 5-7 days
74) Did you use anything to clean the baby? Y/IN
75) Soap? Y/IN |
76) What kind of soap?
77} Was anything else used to bathe/clean the baby? Y/N
78) What? '
79) Did you immerse the baby in water or did you mainly pour water over the baby?
{a) Immersed the baby except for the head
(b) Imumersed just part of the baby
(¢) Just poured water over the baby
(d) Used a cloth to wipe off the baby only
(e} Other
80) Did you warm the room before the bath? Y/N
81) Was the bath water heated? Y/N ’
82) Was the baby dried after the bath? Y.
83) With what? : :
(a) Clean towel T
{(b) Other :
84) How many times did you bath the baby during the first week of life?

o e e = st e T T

(2)
(b)
{c)
(d)
(e)
49]

Cnce

2-3 times

3-4 times

5-6 times

Every day

More than once a day .

85) If more than once a day, why?
86) How long did the typical bath take?

(a)
®)
()
(d)
(e)

Less than 1 min
15 mn

610 15 min

16 to 30 mun
More than 30 min

X " Clothing/diapering

87) Did you change the baby’s clothes after the bath? Y/IN
88) Did you change the baby’s clothes at times other than the bath? Y/N

L i i bt L ot
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89) How frequently?
(a) More than once each day
(b) Once daily
{c) Every other day
(dy Every3to4days
(e} Every5to7days
90) What kind of diapers did you use?
(a) Nappy
(b) Other:
91) How many times per day did you change the diaper?
(2) Whenever the baby had a bowel movement
(b} Before each feeding
(c) After each fesding
(d) 3 orless
(e} 4-6
(B 7-9
{z) 10-12
(h) More than 12

X Skin care practices

92) Did you see white substance (i.e., vernix) on the baby at birth? Y/
93) Did you or anyone else attempt to wipe off the white substance (i.e., vernix) present on the skin at birth? Y/N
94) How?
95) Did you rub it off with clothes?
96) Did you attempt to remove it during bathing?
97) Did you apply anything (e.g., oil, lotion) to the baby’s skin during the first week of lite7Y/N
98) When was it applied for the first time?
(a) Within 6 hours of birth
(b) 7-24 hours of birth
(¢} 1-2 days of birth
(d) 3-4 days of birth
(e) 5-7 days of birth
99) What was applied?
(a) Oil
(b} Lotion
(c) Cream
(d) Talcum powder
100) How often/how many times was it applied?
{a) Once daily
(b} 2 to 3 times daily
(¢) More than 3 times daily
(d)} Once every other day
{e) Once or twice in the week
101)  Did you apply it to the skin after the bath? Y/N
102)  Did you apply if to the skin at other times besides after bathin 87Y/N
(a) Each morning
(b) Each evening
(c) With diaper changes
- (d)} Other ,
103)  For how long do you plan to apply it?
(a} For 1 day '
(b) For 2-7 days
{c) For 1-2 weeks
(d) For 3-4 weeks
{e) For 1-2 months
() For more than 2 months
104)  What was the reason for applying it?
(a) To keep the baby well
(b} To prevent cough and cold
(c) To prevent serious infection
(d)} To keep the baby warm
(¢} To preveat skin infection
(f) To make the skin more smooth (improve the appearance of the skin)
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. : (g) As a traditonal practice
105)  Who instructed you to apply it?

(a) Physician

(b} Midwife

(c) Traditional birth attendant

(d) Grandmother

{e) Other relative

1. Who?
(f) Neighbor

106)  If you were given an oil by the doctor that might help your baby and would aot be harmful, would you be willing

to apply it? (i.e., would they be willing ta participate in an emoilient trial)? Y/N
107) If no, why not?
108) Did your baby develop any infection or injury on the skin? Y/N
109} If yes, what was it?
(a) Bum
(b) Abrasicn
(c) Cut
(d) Scabies
(e} Impetigo
(f) Other
110)  How did you treat it?
(a) Washed the area
(b} Other

1) What did you use to wash the area?

(a) Water
(b) Soap
(c) Spirit (alcohol)
{d) Other disinfectant
(e) Other
112) Did you apply anything to the area of injured/infected skin? Y/N
113)  What?
: (a) Qintment
(b)y Qil
{c) Lotion
(d) Cream
{e) Antibiotic
. (f) Which one?
114) Did you cover the area? Y/N
115)  With what?
(a) Bandage
(b) Cloth
(c) Other :
116) Did you take any special precautions to avoid injury to the baby’s skin? Y/N
117y What did you do?
(a) Kept the skin covered
(b) Applied an ointment/creamy/lotion
(c) Handled the baby as litile as p0551blc
{d) Other
118)  Did your baby develop a diaper rash during the first week of life? Y/N
119) ‘What did you do about it?
(a) More.frequent chanomv of the diaper
(b} Leave the diaper off :
(¢} Applied something to Lhe skin in the diaper area? Y/N
120)  What did you apply to the skin in rhc diaper area?
(a) Qil
(b) Letion
(¢} Cream
" (d) Powder
(e} Diaperrash medicine (name)

X1 Recognition of danger signs

i21)  Did your baby have any danger signs during the first week of life? Y/N
122) When did you see the sign(s)?




126)
127}
128)
129)
130)
131)
132)
133
134)
135)
136)

137)

138)
139)

140}

141)

b)

)
142)
143)
144)

145)
146)
147)
148)
149)
150)

151)
152)

At birth

First day of life
Day?2

Day3

Day4or 3

Day6or 7
Did the baby have swelling of the scalp after birth (i.e.. capug)? Y/N

Did the baby have discharge from the eyes? Y/N
Describe the discharge from the eyes:
(a) Watery
(b} Pus
(c) Blocdy
Did the baby have red conjunctivae? Y/N
Did the baby have blesding in the white of the eyes (i.e.. conjuncuval hemarrhage)? Y/N

Did the baby have marks on the face or head after birth? Y/N

Where?
Did the baby have any bruises on the body after birth? Y/IN

Where?
Did the baby have decreased movement of abnormal position of an arm (e.g., Erb’s palsy)? Y/N

Did the baby develop a distended belly? (/N

- Describe (what did it lock like?).
Did the baby develop vomiting? Y/N

How many times did the baby vomit?
(2) Once per day
(b) 2to 3 umes per day
(c) 4 or more times per day
What did it took like?
(2) Curdled milk
(b) Greenish (i.e., bile)
{c) Bloody
(d) Other
Did the baby develop diarrhea? Y/N
Describe the diarrhea:
(a) Watery
(b} Bloody
{c) Mucous present
(d) Other
When did you first notice the diarrhea?
(a) First day
(b) Day2-3
(c) Day4-5
(d) Day6-7
How many days did the diarrhea last?
1-day
2-3 days

4 to 7 days
Did the baby develop any breathing difficulties? Y/N

Did the baby have periods of not breathing? Y/N
How long?

(a) Less than 15 seconds

(b) More than 15 seconds .
Breathing fast? Y/ (i.e., more than 60/rmn)
Was the baby grunting? Y/N :
Chest indrawing? Y/N
Cough? Y/N
Did you feel that the baby was hot (i.e., had fcver) TY/MN
How could you tell?

< (a) The baby felt warm to the touch

() Measured the temperature

(c) Baby was sweating a lot
Did the baby stop or decrease breastfeeding after a good start? Y/N
When?

(a) Firstday

(b) Days 2 to 3 of life
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(c) Days4to3
{d) Days6ta?
153)  Did the baby’s crying stop or become weak and decreased? Y/N
154) When?
(a) Firstday -
(b) Days 2 ta 3 of life
(c) Days41w3
(d) Days6ta?
155)  Did the baby’s crying increase a lot; i.e., did the baby become irritable? Y/N
156) When?
(a) Firstday
(&) Days 2 103 of life
| {c) Days4to5
(d) Days6w7 :
137) Did the baby become very sluggish, have decreased movements, become unusually sleepy or difficult to wake up?
YN '
158)  When?
(a) Firstday
{by Days 2 to 3 of life
{c) Days4w3
(d) Days6tw7
159) Did the baby’s body become rigid? Y/N
160) Did the baby have fits or convulsions?
161) - Did his color change to blue/cyanotic?
162) Did the baby develop jaundice? Y/N
163) When was the jaundice first noticeg?
(a) First day
(b) Days 2 to 3 of life
" (¢) Days4to3
(d) Days6to7
164) Was there any bleeding anywhere in the baby’s body? Y/N
165) Where? .
166}  Did the umbilical stump have any oozing or pus? Y/
| 167) Did the umbilical stump have any tenderness? Y/N
[68) Did the umbilical stump have any bleeding?
169) Did the umbilical stump have any redness?
170) ‘When was this first noticed?
(a) First day
(b) Days 2 to 3 of life
{c) Daysdto3
| (d) Days6ta’
| 171)  Did the baby have any pustules on the skin? Y/N
172) Where? (Mark all that apply)
" (a)} Head
(b) Trunk
(c) Arms/legs
173) Other rash on the skin? Y/N
174) Describe location )
(a) Head
| (b) Trunk
‘ ' {c) Arms/legs
|

175)  What did it look like?
176)  Is your baby now

a) healthy
by sick
¢) dead

177) If you baby died, where did he/she die:
; a) at home
b) at the government health facility
c) ata private clinic
d) at a private hospital
e) ather
178) If you baby developed danger signs {answer the following):

a) Sign/problem:
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« b) What was done:

179)
180)

181)

182)
183)
134)
185)

i) Nothing, I did not think it was important
ii) Nothing, a relative told me it was not important
Who told you this?
Grandmother
Sister
Neighbor
Other?
iif) The traditional birth attendant was summoned
iv) The nurse/midwife was summoned
v) The baby was taken to be evaluated by a health care provider. YN
vi) To whom did you go for help?
Private physician
Government facility
Traditonal birth aiendant
Nurse/midwife
Healer
Other person in the community
vii} When did you sesk help?
i.  On the first day the sign was noticed
ii. Days 2 to 3 after the sign was noticed
iii. Days4103
iv. Days6io7
viii) Did you follow the advice given? Y/N
If not, why not?
Against tradition or customs.
Against betiefs
Too expensive
Too difficult to do
1 didn’t think it would help
Ldidn’t have any confidence in the health care provider.
Did you take the baby for routine evaluation by a health care professional during the first week of lite? Y/N
When? '
(a) First day
{b) Days 2 to3 of life
{c) Daysd4to3
(d) Days6to7
To whom?
(a) Private physician
(b) . Governmental physician
(c) Traditional birth attendant
(d) Midwife ‘
(e) Healer
(f) Other person in the community.
1. Who?
Was a problem discovered? Y/N
What problem? _
What advice was given about the problem?
What did you do for the problem?
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B. Example of a scenario to be presented to pregnant or recently delivered women

Salma has 2 boys and just had a baby girl, Farida, in August. The Traditional birth attendant attended her delivery and said
every thing was OK, and advised her not to nurse the baby before next day, and to start giving him sugar water. In the next
day, Salma was changing Farida’s diaper and noticed a few yellowish discharge around the umbilicus. She started breast
feeding her as advised. She was happy nursing the baby about every couple of hours. On the third day, she nouced more
yellow discharge around the baby’s umbilicus. The baby was sleepy aimost all day long and didn’t even cry as usual and
didn't want to suckle when given the breast. At around sunset, Salma tried again to breast feed her and carried her. She felt
the baby is hot. Her mother in law told her not to worry, it’s just tco hot outside and this is the reason why the baby fesls
hot and that she just needs 0 siesp that is why she doesn’t want to suckle on her breast. :

1, What do you think abeut the traditional birth attendant’s advice?

2. Why do you think it is bad advice?

3. Is there anything worrying about the baby?

4. -Is there anything specific about the baby's conditior: that concerns you?

5. What would you do in this situation?
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C. Observation of delivery practices of traditional birth attendants in the home

This questionnaire is given to the mother and any birth attendant identified. The individual administering the questionnaire
will also cbserve and make notes on care practices and danger signs observed.

I Preparation for delivery

1) Did the birth attendant wash hez/his hands with soap before delivery? Y/N
7) Did she/he use a disinfectant (e.g., spirit} on her/his hands before delivery? Y/N
1) Did she/he sterilize the equipment used for delivery by

a. Washing with soap and water

b. Boiling in water

c. Netther

I During delivery: maternal care

4) Who was the birth attendant during labor and delivery of the baby?
a. Midwife
b, Daya
¢. Physician (OB)
d. Other physician:
e. Grandmaother
f.  Other family member
5} Al what stage was the birth attendant summoned?
a. When contractions first began
b.  When strong contractions began
c. When the water broke
d. When a problem developed
e. What problem developed?

f. Other
6) Where did the delivery oceur?
a. Home

b. Private clinic
¢. Private hospital
d. Governmental clinic
e. Governmental hospital :
7) Did the birth attendant wash the perineum with disinfectant solution? Y/N
8) Instruments used during delivery included:
9) Forceps
10) Ventouse
11} Was a Caesarian section performed (in the home)? Y/N ;
12) Were drugs or injections given during delivery?Y/N : ' ‘
a) To speed labor S
b) Pain killers
¢) Others: .
13) Was anesthesia given during delivery (i.e,, ether inhalation) Y/N
14) Was an episiotomy performed?Y/N '
15) Did a perineal tear occur? YN~
16) Where was the perineal tear/episiotomy repaired?
a. In the home by the birth attendant
b. In the home by a physician who was summoned
c. At a health care facility to which the mother was referred
17) Did the birth attendant pull on the umbilical cord to help get the placenta out?

a. Yes '
b. No

¢. Don't know
18} Did the birth attendant milk the cord to get more blood into the baby?

a. Yes
b. No
c. Don’t know
11 During delivery: neonatal care

19) Did the baby need assistance with breathing immediately after birth
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No assistance was needed

The baby was givea an onion to smell. Received a tap on the back
Immersed in water

Held upside down

The baby was laid down and the head was positioned to allow for breathing
Suctioned the mouth and nose

Mouth-to-mouth resuscitation

. QOther

20) How was the umbilical cord cut?

a. Sterile scissors

b. Non-steriie scissors

c. New razor biade
d.

e.

Fhe o an o

Used razor blade
Other
21) How was the umbilical cord tied?
a. Umbilical cord ctamp
b. Sterile thread
c. Non-sterile thread
d. Leaves
e. Other
22) Was anything else appiied to the umbilical cord afrer-being cut? Y/N
Gentian violet antiseptic
Triple dye antiseptic
Chlorhexidine antiseptic
Alcohaol (spirit) antiseptic
_Other antiseptic
Dust
g.  Other
23) Was the baby dried immediately afier delivery?
a) Face and/or head only
b}  Whole body
¢} No
24) What was used to dry the baby?
a. Clean towels designated for drying the baby
b. A cloth was found and used (not specially designated for the baby)
c. Other:
25) Was the baby wrapped immediately after delivery?
a) Yes
b) No, but the baby was placed on the mother’s chest/abdomen naked immediately after delivery
c) No : :
26) Were the clothes used to wrap the baby clean?Y.
27) Was a hat placed on the baby after delivery? Y/N
28) Did the birth attendant encourage the mather to breastfeed? Y/N
a) Immediately after birth
b) Within the first hour
¢} Within the first 2-4 hours
d) Within the first 5-12 hours
e) Within the first 13-24 hours , )
29) Did anyone attempt to wipe off the white substance (i.e., vernix) present on the skin at birth? Y/N
30) Was anything applied to.the baby's eyes afier birth?
- a) Nothing
b) Antibiotic
¢} Don’'t know
d} Other
}1) Was the baby given an injection after birth? Y/N
a)y No
b) Vitamin K
¢) Antbiotc
dy Other
e) Don't know
i2) Was anything applied to the baby's skin after delivery?
a. No
b. Qil
c. Qinument
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d. Powder
e. Other
33) Was the baby examined by the birth attendant? Y/N
34) Was the baby weighed? Y/N
35) The baby was
a) usual size

b) verysmall
¢) small
d) large
e) verylarge

36) The baby was premature
a) less than 6 months
b) between & to 7 months
¢) between 7 to 8§ months
d) between & to 3 months
e) don’'t know
37) What was the actual weight of the baby in grams?
38) If the baby was small/very small or large/very large, or born premature, did the birth-aitendant advise the mother to
have the baby seen by a health care provider? Y/N
39) If answer to question above is yes, where was the mother advised to take the baby?
a} Private office
b) Private hospital
c) Government clinic
d) Government hospital

e) Qther:
40) Did the newborn have any injuries (birth trauma)? Y/N (SHOW ME)

41) Werethere any noticeable congenital anomalies? ¥Y/N (SHOW ME)

Iv Postnatal care: maternal care

42) Did the birth attendant educate the mother about danger signs during the week after delivery:
a) Fever Y/N
b) Uterus not decreasing toward normal size Y/N
c) Uterus not becoming hard Y/N
d) Bleeding Y/N
e) Expect normal lochia (some bloody vaginal discharge is normat) Y/N
fy Abnormal bleeding {e.g., more than [ pad per hour} Y/N ' .
g) Foul smelling vaginal dxscharoe YN
i) Dysuria Y/N
i) - Other

43) Did the birth attendant provide advice about breastfeeding
a) Attachment of the baby Y/N
b) Position of the baby Y/N
¢y How to address breast engorgement Y/N
d) How to address sore nipples Y/IN
e) How to address fissuring of nipples Y/N
f) Other YN '
44) Did the birth attendant visit again to see the mother during the first week after delivery? Y/N
On the first day after delivery
On the second day after delivery
On the third day after delivery
On the fourth day after delivery
On the fifth day after delivery
On the sixth day after delivery -
On the seventh day after delivery
$5) Did the birth attendant examine the mother during the follow-up visit? (if more than one visit. was the mother
examined on-any of the visits7) Y/N . -
a. Breasts YN °
b. AbdomenY/N
¢. Perineum Y/N
d. Other
16) Did the mother have any problems after delivery? Y/N
$7) What was the problem?

©me A o
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* 48) Did the birth attendant take care of the problem?
a) Yes, the birth attendant took care of the problem in the home by him/herself

b) Yes, the birth attendant referred the baby appropriately for care

¢) No, the birth attendant attempted to address the problem but the remedies did not work

d) No, the birth attendant did not notice the problem

e) No, the birth attendant knew of the problem but did nothing about it

£ No, the birth attendant was not called

g) Other

What did the birth attendant do about the probiem?
a. Did the observer confirm the problem? Y/N
b. Did the observer discover a problem missed by the caretakers and the birth attendant? Y/N

c. If so, what was discovered?

49

g

v Postnatal care: neonatal care

50) The birth attendant provided advice about:
a) The importance of breastfeeding Y/N
b} The importance of giving the first milk (colostrum)
¢) The importance of exclusive breastfeeding, r.e., giving nothing else such as sugar water or botele feeding Y/N
d) The importance of handwashing after diaper changes Y/N
e} The importance of keeping the baby clean Y/N
f) The importance of keeping the baby warm Y/N
g) Cleaning the umbilical cord Y/N
h) Putting a dressing on the umbilical cord Y/N
iy Frequency of bathing Y/N
j)  Whether or not to use soap during bathing YN
k) Whether to immerse the baby or pour water over the baby during bathing?
1) Drying the baby immediately after the bath Y/N
m) Were you advised to apply anything to the skin Y/N
n) What were you advised to apply to the skin?
0} How to recognize diarrhea Y/N
p) How to recognize pneumonia or breathing difficulties Y/N
q) How to recognize infection of the umbilicat cord Y/N
r) How to recognize skin infection
s) Other danger signs:

51) Did the birth attendant visit again to see the baby during the first week after delivery? Y/N
On the first day after delivery
On the second day after delivery
On the third day after delivery

“On the fourth day after delivery
On the fifth day after delivery
On the sixth day-after delivery

. On the seventh day after delivery

52} Did the birth attendant examine the baby during the follow-up visit? (if more than one visit, was the mothe

on any of the visits?) Y/N ' . :

53) Was the baby's weight measured at the follow-up visit? Y/N
54) Was the umbilical cord examined? Y/N ’

35) Was the baby's breathing evaluated? Y/N
56) Did the baby have any problems after delivery? Y/N (The observer should look for the presence of these

signs/symptoms in the baby . :
a. Umbilical cord problem? Y/N, if no skip to next question.
b. Umbilical cord redness?
¢. Umbilical cord tenderness?
d. Umbilical cord pus
e. Umbilical cord cozing?
57) Diarrhea? Y/N, if no skip to next question
a. Was the diarrhea bloody?
b. When did the diarrhea start?
c. What was the frequency of the diarrhea
58) Vomiting? Y/N, if no skip to next question
a. Describe the vomiting (what did it look like? Curdled milk?)
b. How many times did the baby vomit?
59) Was the baby dehydrated? Y/N/I don’t know
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60) Unusually distended belly?
61) Skin infection {e.g., impetigo)?
62) Stopped breastfeeding after a good start?
63) Fever, Measured
64) Fever, tactile (felt warm)?
65) Hypothermia (baby was cold)?
66) Failure to pass urine within 36 hours of birth?
67) Failure to pass stool within 36 hours of birth? (Look for imperforate anus)
68) Breathing tco fast?
69) Grunting?
70} Cough?
71) Chest indrawing?
72) Copicus sputum?
73) The baby stopped crying?
74) The baby became very irritable/increased crying?
75) The baby became sleepy all the time and was difficult 1o wake up?
76) The baby's body became rigid all over?
77) There were fits/convulsions?
78) The baby’s color changed to blue/cyanotic?
79) The baby's skin color turned yellow (jaundice)?
80) The baby had bleeding?
81) Where did the baby have bleeding?
82) Did the birth attendant take care of the problem?
a) Yes, the birth attendant took care of the problem in the home by him/herself
b) Yes, the birth attendant referred the baby appropriatety for care
c) No, the birth attendant attempted to address the problem but the remedies did not work
d) No, the birth attendant did not notice the problem
&) No, the birth attendant knew of the problem but did nothing about it
f) No, the birth attendant was not called '
g) Other
83) What did the birth attendant do about the problem?
84) Did the observer confirm the problem? Y/N
85) Did the observer discover a problem missed by the caretakers and the birth attendant? Y/N

86) If so, what was discovered?
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Community-based Interventions to Reduce Neonatal Mortality in Bangladesh

Summary Budget
Year 1 Year 2 Yééra Total
Uss Us$ uss Us$
ICDDR,B Including Shishu 303,717 261,148 181,98.5 746,850
Hospital and ICMH* ' :
Simantik 234,‘1.19 272,124 150,211 656,454
- BRAC X 15,000 15,000 15,000 45,000
SEARCH 10,000 10,000 10,000 30,000
SCF/Bangladesh 20,000 15,000 15,000 50,000
Total o - 582,836 573,272 = 372196 1,528,304

* Shishu Hospital budget = US$ 52,370
ICMH budget = US%$21,000




Shimantyk Budgat
) EfHort Duratlon Rale. Yeard Year2 Year3d Yalal
Personnel ‘A {mos} # Tk, ss PMs Amounj EME mount E,_g Amount
Pmot.Sehala Khatun 50% 36 1 1500 12 $9,000 59 450 $0,823 $28,373
Bazur Rahman (Pro, Di.radnr) 10% ' 36 1 23,633 441 12 1530 12 $556 12 $584 $1,670
Project Officar - a6 i 16,250 3019 12 33611 12 $3.782 12 $3,981 $11,384
Accountant {Sylhet) 36 1 16,250 301 12 $3.611 12 33,792 12 $3.081 511,384
Uaison Officer {Dhaka) 36 1 10,833 201 12 32,407 12 $2,528 12 $2,654 §7,580
Intarventlon Staff: '
Fleld SupenvisorParamedicaMurse 18 B 5,650 108 0 $0 06 $10,820 48 $5,733 $18,653
Community Healih Worker 18 50 2,928 4 0 %0 600 $34,125 200 517,916 $52,041
PoﬂarlMessengar' o 20 2,925 | ™ 240 313,000 240 $13650 120 37,166 $33,8186
Evalualion Field Staif
Damogr. Fleld Worker {Basaling) 7 a5 65 595 338,675 0 50 0 50 338,675
Demoqy. Field Worker (Surveii} 17 50 65 o $0 500 $34,125 350 $25,082 $59,207
Expert Co-invasiigalor {Honararurm) 400 12 £4,800 12 £5,040 12 $5.202 $15,132
375,634 $117.877 382,312 $275,823
Local Travel .
Dhaka Syihal Train Trovel 800 is 24 5355 24 $373 12 $196 $625
Dhaka Sylhel Air Trave) 4000 74 10 $741 10 $778 6 3400 $2,000
Pear-diem 500 g 100 $928 100 5972 60 $613 12,511
Within Sylhat; '
CHW (CCL Modet) 25 250 & 0 $0 300 $1.458 150 $766 $2,224
CHW (CCR Maodel) 25 500 9 0 $0 300 $2917 150 $1,531 $4,446
Field Workers 625 12 593 $6,687 500 $65,076 350 $4,466 $17.429
Vehicle rental {including driver) 20000 370 12 $4,444 12 $4,667 12 $4,500 $14,011
Fual costs 12500 231 12 $2.778 12 36,417 12 $5,063 $14,257
: . $4i6,131 $23,6858 $18,024 $57,813
Officacum-Guest House cosis {Sylhat) 500 12 $6,000 12 $6300 12 $6,615 $18,915
{includes: fumlshings, ACs cook, guard, atc.}
$6,000 36,300 36,615 $18,915
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Other Costs
Tralning of field siaff 330,000 $30,000 30,000 30,000
TBA Tralning Costs ) $16,667 $16.667 18,667 16,687
Incenlives 10 TBAs lo report birhs births: 6,667 4 30 $24,000 $2,667 $26.667 26,667 28,667
BCC cosls $1,000 $1.000 $1,000 $3,000 3,000 3,000
Piinting costs $2,000 $1.000 $500 $3,500 3,500 3,500
Communicalion charges $2,105 $2.105 32,105 $6,315 6,315 68,315
Statlonary .~ 1,000 $1,000 $1,000 $3,000 3,000 3,000
Other supplies $2.000 §2.000 $2,000 $6,000 6,000 8,000
Neonalal care kit glven Lo village health workers $16.239 32,478 $0 $48.718 48,718 48,718
Other drug casts $2.000 $1,000 350 $3,000 3,000 3,000
Refemal cosis f 2000 a7 o) $0 12 $444 6 3222 667 667 847
Blcycle 110 20 $2,200 0 30 $2,200 2,200 2,200
Molor cycle 2000 a $16,000 $0 30 $16,000 16,000 18,000
Compuleriprinter/UPS & accessodas ele 1500 3 $4.500 50 10 $4,500 4,500 4,500
Phalocopier 2500 1 £2.,500 $0 $0 $2,500 2,500 2,500
Umbvrellaloag (50 sels) 3400 $0 . $0 $400 400 400
Community Clinlc set up 25 80 0 50 300 $24,000 150 $12,000 336,000 27,000 0,000 36,000
Office Spaca Rental - Dhaka 150 12 $1,600 12 $1,800 12 $1,800 $5,400 5,400 - 5,400
Offica Spaca Rental - Sylhellpazilas 200 12 $2.400 12 52,400 6 1,200 $6,000 6,000 8,000
WHilitias . ' 10000 i85 12 $2,222 12 $2,222 6 51111 $5,558 5,558 5,556
Otfica fumiture and small offica equipment 10000 185 1" 32,037 0 0 0 -] $2,037 2,037 2,037
Audit cosls - $1,000 $1.,000 $1.000 $3,000 3.000 ' 3.000
Contraclual services and uniorseen cosls £3.000 $3,000 $3.000 $9.000 9,000 8,000
Pretesting (slafl, supplies, commuaily clinics) $4.000 50 $0 $4,000 4,000 4,000
$115,070 $89,450 $28,605 $244,125 118,837 125,288 244,125 244,125
rr:\i.ll Direct Cosls $212,835 $247,385 $138,558 $586,777 287,207 288,570 596,777 598,777
Simantyk Overhead _10'/- N §$21,284 §24,729 . $13,658 $50,678 28721 20 957 59,678 58,878 ‘
lolal Symaniyk Budget $234,118 $272,124 $154,211 $656,454 326,628 328,526 658,454 856,454 |




Contants of necnatal caro kit glven to viilage heaflh workers:

Rale (Tk) Nymber of CH¥Ys
Beush for cleaning nalls and hands 50 50 $58
Torch 100 50 $93
Wiistwalch 500 50 $463
Mucus sucker 120 50 $111
Tube and mask for resuscilation 650 50 $602
" Spring ba'anca for weighing 1500 50 $1,389
Thermomeler . 15 50 $14
. Pholo album wilh reference pictures 500 50 $463
: Ear Child Mo of Children % neatding
Baby clothes and head cover 100 6600 100% 512,222
Blankel 150 6600 100% $18,333
- Sleeping bag Nol needed
Breast pump for Inverled nipples 35 6800 15% $642
Spoon ' 25 6500 100% $3,056
Records and file 10 6500 100% §1,222
Soap 15 6600 100% $1.833
Colion - 400 gm 55 10 6600 100% $672
Spirll - 1 70 20 6600 100% $428
Sodium hypochloride sciufion 450 50 GEOC 100% $1,100
Gantian violel 1% ' 50 50 6600 100% $122
Tetracycline eys olniment 5 6600 100% $1,833
6600 '
Disposable Insulin syringes and needles 6 6600 25% $1683
Gentamicin vials {40 mg/ml) 10 5 doses 6600 25% $308
Colrimozxazole syrup 22 6600 25% $672
Paracalamel {acalaminophen) Syrup 15 6600 25% $458
Vilamin K (1 mg ampaoules) 20 6600 100% $2,444

$46.718




.Shishu Budget
Rate Year1 Year 2 Year 3 Total
Parsonnel ! Effort ¥ USs$ PMs Amount  PMs Amount  PMs Amount
Samir K Saha 10 1 2500 12 $3,000 12 $3,000 12 $3,000 $9,000
Manzoor Hussaln 3 1 2517 6 $525 12 $1,050 6 $525 $2.100
tab Manager 20 1 400 4 $320 12 $960 8 $640 $1,920
Research officer 35 1 375 0 50 12 $1.575 8 $1.050 2,625
‘Lab Asslstant 100 1 100 0 $0 12 $1,200 8 $800 $2.000
Portar 1 100 1 125 0 50 12 $1,500 8 $1,000 $2,500
Porler 2 100 1 125 0 $0 12 $1,500 8 $1,000 $2,500
’ $3,845 $10,785 $8,015 $22,645
Local Travel '
Dhaka Sylhet Train Travel 600 11 0 $0 120 $1,333 . 6O 3667 32,000
Dhaka Sylhel Alr Travel 4000 74 4 $296 6 $444 3 222 $963
Per-dlam 500 9 20 $185 250 $2.315 125 $1,157 $3,657
Within Sylhet 2000 a7 12 $444 12 $444 6 $222 31,111
$926 $4,537 $2,269 $7,731
Other Cosls
Media $3,000 $3,000
Disposbles Glasswares elc. £6,000 $6,000
AnUsera $6,000 $6,000
E-strips $1,500 $1.500
Miscellaneous and unforseen costs $1,000 $1,000 $1.000 $3.000
$17,500 $1,000 $1,000 $19,500
Total Direct Costs $22,274 $16,322 $11,284 $49.876
Shishu Overhead 5% 51114 5816 $564 $2,494
Total Shishu Budget $23,384 §17,138 $11,848 $52,370

30-Nov-00



CODR,B Budpel
Duration

Rate Year 1 Year 2 Year 3 Total USAID Panl SCF Part

‘ersonnel - [mos) Level # Effor USS PMs Amounl PMs Amount PMs  Amount

INVESTIGATORS ' , .

Dr. Shams El Arifeen B PG 1 30% 6,808 12 524,509 12 $25734 12 $27.021 $77,264 $77,264

Dr. K. Zaman 36  NO-CH1 1 20% 1411 712 $3,386 12 $3,556 12 $3.734 $10,676 $10,676

MANAGEMENT .

Study Coordinator 36 NG-C/5 1 100% 1,185 12 $14,216 12 514,926 12 $15673 $44,815 $44.815

Trainlng Specialist 24 NO-BN 1 - 100% 790 6 $4,740 12 $9,954 6 $5,226 $19,920 $19,920

Anthropologisls/Comm. specialist 12 NO-AM 1 100% 677 12 $8,124 0 $0 0 $0 $8,124 $8,124

Office Manager a6 NO-AS3 1 25% 694 12 $2,082 12 $2,186 12 $2,295 36,564 $6.564

Dala Manager 36 NO-A/S 1 25% 776 12 32,328 12 $2,444 12 32,567 57,339 $7,339

Programmer B GS-6N1 1 100% 473 12 $5,676 12 $5,960 12 $6,258 $17.804 $17,894

Admin Assistant B GS-41 i 100% 280 12 $3,360 12 $3,528 12 33,704 $10,592 $10,592

Dala Managemenl Assislant - 28 GS-3n 4 100% 237 36 $8,525 48 $11,935 28 $7,310 $27,770 ©§27.770

Office Attendant/Xerox Operalor 36 1 50% 171 12 $1.026 12 §1,077 12 $1,131 53,234 $3.234

FIELD STAFF : '

Field Research Manager 28 NO-AA 2 100% 677- 20 313,540 24 317,060 12 38,957 $39,557 $39,557

Medical Officer 18 NO-A/1 4 100% 677 8 35,416 48  $34121 6 $11,942 $51,479 $51,479

Demographlc Surveys ' '

Fleld Research Officer 28 GS-51 2 100% 361 20 $7,220 24 $9,097 14 $5,572 $21,889 $21,889

Sr. Fleld Research Assistanls 28 GS-4/1 8 100% 280 80 §22.400 96 $28.224 56 §17,287 $67,911 | 367,911

Baseline Quallatative Survey Staif .

" 8r. Field Research Assistanls 8 GS-4/1 & 100% 280 48  $13,440 0 0 513,440 $13.440

Consultani §5,000 $3,000 $8,000 $8.000
otal Parsonnal Costs $144,9a3 $172,803 - 3118,677 $436,468 $223,094  $213,373 $436,468
ocal Travel

for Investlgator and mgt. Staff Tk, USE #

Dhaka Sylhet Train Travel 800 15 24 §356 24 $373 8 $131 3860 $860

Dhaka Sylhet Air Travel 4000 74 34 $2,510 23 $1,789 15 $1,225 $5,532 $5,632

Per-diem {for alr/lrain travel) 500 9 150  $1,389 150 §1.458 75 $766 $3.613 $3,613

for flald staff

Within Sylhel $1,000 0 $1.000 0 $500 $2,500 $2,500

$5,263 $4,621 $2,621 312,505 $8,032 $4,472 $12,505




CDDR.B Suppiles apnd Other Operating Costs
Compuler/notebook/Printers/UPS & accessories, elc.

$15,850

" §15,850 30 $0 $15,850

Molor Cycle 8 $18,000 $16,000 $16,000

Blocycle 10 $1,200 - $1,200 $1,200

Projector s, $6,000 $0 ~ %0 56,000 $6,000

Audlo cassalte recorder and etc. $500 50 50 £500 $500

Umbrella/clipboardifield bag $200 S0 $0 $200 $200

Start up cosl of satellite offices (fumnliure eic.) $1.481 $0 30 $1,481 51,481

Rental, ulilities and elc. of satellite offices $148 5148 $49 3346 $346

. Othar Supplies $2,000 $2.000 $1,000 $5,000 $5,000

Prifiting (forms/cards/others) and photocopy cosls $5,000 $2,000 $750 $7.750 $7,750

Communicallons Charges $500 $500 $500 51,500 $1,500 .

Trainingiworkshops and dissemination $4,500 $1,000 $2,500 $8,000 £8,000

Fuel $3,500 $3,500 $1,800 38,800 38.800

Slalionary ] . $1,105 £1.105 $1,105 $3,315 $3.315

Sub-contracl with BCC firm {development of lraining/education malerials) $8,000 30 50 $8.000 $8,000
otal Supplies and Olher Costs $65,985 $10,253 $7,704 $83,942 $35411 $48,531 $83,942
otal Dlrect Costs $216,235 $187,677 $129,002 $532,915 $266,537 $266,277 $532,915-
:DDR,B overhead 25% £54,059 ' $46,919 $32,251 §133,229 $66,634 $66,594 $133,229
otal {CDDR,B Budget $270,294 $234,596 $161,253 $666,143 $333,472 $332,871 $666,143
echnlcal Assislance sub-contract with ICMH $7,000 $7.000 37,000 $21,000 $10,500 $10,500
echnical Asslstance sub-contract with Dhaka Shishu Hospilal $23,384 317,138 §11,848 352,370 $26,185 $26,185
olal Sub-contract $30,384 $24,138 318,848 $73,370 336,685 $16,685
'DDR,B Processing Fee 10% §3,038 $2,414 $1,885 $7,337 33,669 $3,669
‘RAND TOTAL FOR ICDDR,B $302,717 $261,148 §$181,985 $746,850 $373,525 $373,325

5746.85Q



Community-Based Interventions to Reduce Neeonatal Mortality in Bangladesh
Abstract Summary for Ethical Review Committee

Despite significant declines in infant and child mortality rates in recent decades, neonatal
mortality rates remain unacceptably high. Of the 8 million infant deaths that occur worldwide
each year, approximately 5 million occur in the neonatal period and many more deaths occur
during the second and third months of life. In many developing countries, neonatal deaths are
systematically under-reported because of cultural reluctance to report. Nevertheless, an
estimated 98% of the neonatal deaths occur in developing countries, mainly in Asia and
Africa where many countries have a neonatal mortality rate of more than 40 per 1000 live
births and several countries have rate of more than 60 per 1000 live births. Therefore,
interventions need to be designed to reduce mortality in the neonatal period.

In a recent study in India, SEARCH, led by Dr. Abhay Bang, tramed village health workers
(VHWs) in intervention areas to provide a package of home-based neonatal care, including
diagnosis and management of birth asphyxia and sepsis. Sick newborns suspected of having
septicemia, meningitis and/or pneumnonia received antibiotics in the home. The net percent
reduction in neonatal mortality due to sepsis was 76% and neonatal mortality declined 62%
compared to the control area at an estimated cost of $5.30 per neonate. Although promising,
this study lacked the proper number of randomization units, having been conducted in only
two areas which already had been serving as "control” and "action" areas for many years
prior to introduction of the newborn care package. Moreover, mortality rates in the control
area varied year-to-year from 50 to 65 per 1000, rendering statistical inference and precise
calculation of the effect-size problematic. There may also have been a strong pre-existing
secular trend in the intervention area, which may have been obscured in the reported data by
the grouping of data for 2 years in the baseline results. Therefore, the impact observed may
have been a combination of effects due to the intervention and the secular trend. Furthermore,
the intervention offered was too elaborate making large scale implementation extremely
difficult. Thus, the impact of a simplified package of newborn care interventions on neonatal
mortality in the community must be demonstrated in other setting. The proposed research
aims to evaluate the impact of a package of obstetric and neonatal care practices, mncluding
management of infections in neonates to be provided either in the Thana Health Centre
(THC) or at homes or at the community clinics by trained health workers on neonatal
mortality rates in a rural area of Bangladesh. The additional aims are to evaluate the impact
on cause-specific neonatal mortality rates, particularly on deaths due to neonatal sepsis, using
verbal autopsies; to evaluate the impact of home administration of antibiotics on colonization
of neonates with antibiotic-resistant bacteria; and to evaluate the cost-effectiveness of the
proposed intervention.

The purpose of this study is to develop a simple, feasible and cost-effective package of
obstetric and neonatal care interventions, including management of serious bacterial
infections in neonates using focused ethnographic and epidemiologic studies and to evaluate
the impact of this intervention on neonatal mortality. The services will be provided by first-
line community-based health workers. We plan to evaluate two different strategies for
delivery of services known as: 1) Community Clinic (CC) model involving delivery of
services through a community clinic infrastructure like that proposed by the Health and
Population Sector Programme (HPSP) of the Government of Bangladesh, and, 2) Home-
based Care (HC) model in which services are delivered at the door-step.




The study will be carried out in two rural sub-districts of Sylhet division of Bangladesh. Site
selection was based on high rates of neonatal and infant mortality and home delivery, poor
access to health care, and a minimum of 10,000 live births per year. Sample sizes were
calculated to detect assumed differences between the treatment and comparison groups with
80% power and 95% significance level. With a baseline neonatal mortality rate of 50 per
1,000, an individually randomized study having 1604 newborns in each group would be
sufficient to detect a reduction of 40% in the intervention arm. If 50% of the neonatal deaths
are due to sepsis and the intervention reduces sepsis related deaths by 70%, then this sample
size will also be adequate to measure the impact of the intervention on sepsis-related death.
Since we plan to randomize communities, rather than individuals, we will double the sample
size to account for between-community variability. We anticipate enlisting about 20
communities, and 3,208 newborns in each study arm or a total of 60 clusters and 9,624
newborns in the study.

Baseline ethnographic studies will be conducted in the study communities to assess
knowledge, attitudes and practices regarding routine obstetric and neonatal care and the care
of sick neonates. The findings of the ethnographic studies will be used to design the
intervention as well as to design all baseline and post- intervention survey instruments. A
baseline census and household survey will be conducted to map and characterize the
population. The baseline census data and community maps will serve as the foundation for
the collection of data on live births, neonatal deaths and infant deaths.

Individual-level allocation of these interventions will not be feasible, thus clusters will be the
units of randomization. Clusters will consist of a group of geographically associated villages.
Selected communities will be randomly assigned to one of the two intervention arms, or to
continue current practices as the comparison arm. Mothers and first-line health workers will
be trained in routine pregnancy and newborn care and in recognition of emergency obstetric
signs and signs of neonatal infection. Clinic- and home-based health workers also will be
trained on the management of serious neonatal infections. A formal evaluation of the skills
of these workers in assessing and managing sick newborns will be conducted after the
training and the report of this evalution will be submitted to ERC before phase IT of study,
i.e., intervention evaluation.

Functional community clinics will be established in the CC clusters. Clinic health workers
will offer essential health and family planning services from these clinics as outlined in the
HPSP, and will manage neonates with serious bacterial infections who attend the clinics.
Since it is not known if the CC intervention will be adequate to significantly impact neonatal
mortality, we will evaluate a more intensive, home-based package of services (HC) which
includes active surveillance through home visits to identify and manage serious neonatal
bacterial infections.

The primary outcome measure will be changes in neonatal mortality rates in the intervention
and comparison communities from the beginning to the end of the study period. Cause-
specific neonatal mortality rates will be measured using a standardized verbal autopsy
nstrument administered by trained Field Workers and confirmed by physicians upon review
of the records. The proportion of neonatal mortality attributable to each cause will be
compared between the intervention and comparison communities after controlling for the
baseline rates.



The proportion of.1-month-old infants colonized with antibiotic-resistant bacteria will be
compared in a sample of infants from the intervention and comparison areas. Colonization
with antibiotic-resistant bacteria at 1 month of age will be defined as nasopharyngeal
colonization with penicillin-resistant Streptococcus pneumoniag.

The cost of providing the intervention services will be determined per neonate, per neonatal
sepsis case treated, and per neonatal death averted separately for the two intervention areas.
Cost information on the current services will be collected for comparison.

If the CC model proves to be successful, the findings will be disserinated widely and
technical assistance will be provided to scale-up the intervention in the HPSP of Bangladesh.
If only the HC model is found to be adequately efficacious, further operational research will
be conducted to incorporate essential features of this intervention into the HPSP of
Bangladesh.

Strategies to address ethical issues:

1. The purpose of this project is to develop an intervention to reduce neonatal mortality.
Therefore, it is necessary to include neonates in the study.

2. Neonates with clinically suspected serious infections, whose parents are not willing or
able to take their babies to the local hospital, will receive injectable antibiotics at home or
at the community clinic after obtaining consent from the parents. There can be minor risk
of injury or infection at the injection site. Many of these neonates may die if the treatment
is not provided. Therefore, the benefits of the intervention will out weight the risk.

3. Al necessary precautions will be taken to minimize this risk. The health workers will be
adequately trained and their performance will be regularly monitored by project
physicians.

4. Identity of all study participants will remain confidential. Records will be used by study
staff only in connection with carrying out their obligations relating to the clinical trial and
every cffort will be made to keep the records as confidential as possible. Data will be
analyzed and published using subjects’ identification number only.

5. Verbal and written informed consent will be obtained, as appropriate, from all households
participating in the study. The consent forms/information sheets are attached. No
information will be withheld.

6. The baseline studies, sepsis surveillance in the intervention area, and the 3-monthly
surveillance will create some burden to the study families. A research staff will visit all
household every three months to collect pregnancy, birth and death information. Each
visit will take approximately 15 minutes.

7. The households in the intervention clusters will directly benefit from health education and
provision of obstetric and neonatal care. The households in the comparison clusters will
not directly benefit from their participation. However, if the intervention proves to be
beneficial, the society at large will be benefited.



8. Records from Thana Health Centres, Family Welfare Centres and Community Clinics
will be used. Other than nasal swab, no other specimens from study subjects will be used.
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The Johns Hopkins University School of Hygiene and Public Health: Committee on Human Research
ICDDR,B: Centre for Health and Population Research

Title of Research Project: Community-Based Interventions to Reduce Neonatal
Mortality in Bangladesh
{Information sheet to obtain verbal consent from participants in the semi-structured interview)

ICDDR,B # 2000-037 CHRi#: H.22.00.12.06.B

Explanation of Research Project:

We are from a local non-governmental organization (NGQO) known as Shimantik. We are doing a
study on the health of young children. We are working with the Johns Hopkins University, USA, the
Ministry of Health and Family Welfare of the Government of Bangladesh and ICDDR,B. We would
like to ask for your permission to participate in this study. The purpose of this study is to learn about
the problems, perception, and care seeking patterns for delivery and newborn care services in your
community. Based on that we plan to develop delivery and newborn care services that can be
provided by birth attendants and community health workers to ensure that the babies are delivered as
safely as possible and to provide proper treatment for babies in the first month of life if they get sick.
Only selected mothers/birth attendants in your area are being requested to participate in this study. If
you agree to participate in this study, a field worker wiil visit your house once or twice and ask you
some questions about pregnancy and delivery care, newborn care, how you recognize sick newborn,
and what type of care you seek for normal and sick babies. Each home visit will take about one hour.

Your participation in this study is completely voluntary. You have the right to withdraw from the
study at any time. Even if you do not want to join the study, or if you withdraw from the study, you
will still receive the same quality of medical care available to you at Shimantik health facilities and
the thana health center. You may find some questions of sensitive nature. You may decide not to
respond to those questions.

Your identity will remain confidential. The study records/forms will be stored for three years in
ICDDR,B head office in Dhaka under lock and key. Only, project staff will have access to these
forms. In addition, staff members from organizations funding this study may also review the forms.
By giving consent, you agree to such inspection and disclosure.

If you want to talk to anyone about this research because you think you have not been treated fairly or
think you have been hurt by joining the study, or you have any other questions about the study, you
may call Dr. Shams El Arifeen, ICDDR,B, Dhaka, Bangladesh at 2-8810115 who is the local
Principal Investigator of this project or call the Office of Research and Ethics Review Committees of
ICDDR,B at 2-8810117.

Do you have any questions? Yes No

Do you agree to participate in this research project? Yes No




The Johns Hopkins University School of Hygiene and Public Health: Committee on Human Research
ICDDR,B: Centre for Health and Population Research

Title of Research Project: Community-Based Interventions to Reduce Neonatal
Mortality in Bangladesh

(Information sheet to obtain verbal consent from participants in the focus group interview )

ICDDR,B # 2000-037 CHR#: H.22.00.12.06.B

Explanation of Research Project:

We are from a local non-governmental organization (NGO) known as Shimantik. We are doing a
study on the health of young children. We are working with the Johns Hopkins University, USA, the
Ministry of Health and Family Welfare of the Government of Bangladesh and ICDDR,B. We would
like to ask for your permission to participate in this study. The purpose of this study is to learn about
the problems, perception, and care seeking patterns for delivery and newborn care services in your
community. Based on that we plan to develop delivery and newborn care services that can be
provided by birth attendants and community health workers to ensure that the babies are delivered as
safely as possible and to provide proper treatment for babies in the first month of life if they get sick.
Only selected pregnant mothers/husbands of pregnant mothers in your area are being requested to
participate in this study. If you agree to participate, you wiil be invited to participate in a discussion
session with another 10-12 mothers/fathers in your area. We will discuss how your community takes
care of pregnancy, delivery, newborn babies, and how you recognize sick newborn, and what type of
care you seek for normal and sick babies. The discussion session will take about 2-4 hours.

Your participation in this study is completely voluntary. You have the right to withdraw from the
study at any time. Even if you do not want to join the study, or if you withdraw from the study, you
will still receive the same quality of medical care available to you at Shimantik health facilities and
the thana health center. You may find some questions of sensitive nature. You may decide not to
respond to those questions.

Your identity will remain confidential. The study records/forms will be stored for three years in
ICDDR,B head office in Dhaka under lock and key. Only, project staff will have access to these
forms. In addition, staff members from organizations funding this study may also review the forms.
By giving consent, you agree to such inspection and disclosure.

If you want to talk to anyone about this research because you think you have not been treated fairly or
think you have been hurt by joining the study, or you have any other questions about the study, you
may call Dr. Shams El Arifeen, ICDDR,B, Dhaka, Bangladesh at 2-8810115 who is the local

| _Principal Investigator of this project or call the Office of Research and Ethics Review Committees of

| ICDDR,B at 2-8810117.

Do you have any questions? A Yes No

i
|
|
|
Do you agree to participate in this research project? Yes No
|
|




The Johns Hopkins University School of Hygiene and Public Health: Committee on Human Research
ICDDR,B: Centre for Health and Population Research

Title of Research Project: Community-Based Interventions to Reduce Neonatal
Mortality in Bangladesh
{Information sheet to obtain verbal consent from participants to allow observation of deliveries)

ICDDR,B # 2000-037 CHR#: H.22.00.12.06.B

Explanation of Research Project:

We are from a local non-governmental organization (NGO) known as Shimantik. We are doing a
study on the health of young children. We are working with the Johns Hopkins University, USA, the
Ministry of Health and Family Welfare of the Government of Bangladesh and ICDDR ,B. We would
like to ask for your permission to participate in this study. The purpose of this study is to learn about
the problems, perception, and care seeking patterns for delivery and newborn care services in your
community. Based on that we plan to develop delivery and newborn care services that can be
provided by birth attendants and community heaith workers to ensure that the babies are delivered as
safely as possible and to provide proper treatment for babies in the first month of life if they get sick.
Only selected pregnant mothers in your area are being requested to participate in this study. We are
requesting you will allow one of our female health workers to remain present during the time of
delivery so that we can learn how the local birth attendants handle deliveries and what kind of post-
partum care they provide to mothers and newborn babies.

Your participation in this study is completely voluntary. You have the right to withdraw from the
study at any time. Even if you do not want to join the study, or if you withdraw from the study, you
will still receive the same quality of medical care available to you at Shimantik health facilities and
the thana health center.

Your identity will remain confidential. The study records/forms will be stored for three years in
ICDDR,B head office in Dhaka under lock and key. Only, project staff will have access to these
forms. In addition, staff members from organizations funding this study may also review the forms.
By giving consent, you agree to such inspection and disclosure.

If you want to talk to anyone about this research because you think you have not been treated fairly or
think you have been hurt by joining the study, or you have any other questions about the study, you
may call Dr. Shams El Arifeen, ICDDR,B, Dhaka, Bangladesh at 2-8810115 who is the local
Principal Investigator of this project or call the Office of Research and Ethics Review Committees of
ICDDR,B at 2-8810117.

Do you have any questions? Yes No

Do you agree to participate in this research project? Yes No




The Johns Hopkins University School of Hygiene and Public Health: Committee on Human Research
ICDDR,B: Centre for Health and Population Research

Title of Research Project: Community-Based Interventions to Reduce Neonatal
Mortality in Bangladesh

(Information sheet to obtain verbal consent from participants in the baseline household survey)

ICDDR,B # 2000-037 CHR#: H.22.00.12.06.B

Explanation of Research Project:

We are from a local non-governmental organization (NGO} known as Shimantik. We are doing a
study on the health of young children. We are working with the Johns Hopkins University, USA, the
Ministry of Health and Family Welfare of the Government of Bangladesh and ICDDR,B. We would
like to ask for your permission to participate in this study. The purpose of this study is to learn about
the problems, perception and care seeking patterns for delivery and newborn care services in your
community. Based on that we plan to develop delivery and newborn care services that can be
provided by birth attendants and community health workers to ensure that the babies are delivered as
safely as possible and to provide proper treatment for babies in the first month of life if they get sick.
All mothers in your area are being requested to participate in this study. If you agree to participate in
this study, a field worker will visit your house once or twice and ask you some questions about your
household, how you or your family take care of delivering babies and how you would take care of the
baby after s/he is born. Each home visit will take about 30 minutes.

Your participation in this study is completely voluntary. You have the right to withdraw from the
study at any time. Even if you do not want to join the study, or if you withdraw from the study, you
will still receive the same quality of medical care available to you at Shimantik health facilities and
the thana health center. You may find some questions of sensitive nature. You may decide not to
respond to those questions.

Your identity wili remain confidential. The study records/forms will be stored for three years in
ICDDR,B head office in Dhaka under lock and key. Only, project staff will have access to these
forms. In addition, staff members from organizations funding this study may also review the forms.
By giving consent, you agree to such inspection and disclosure.

If you want to talk to anyone about this research because you think you have not been treated fairly or
think you have been hurt by joining the study, or you have any other questions about the study, you
may call Dr. Shams El Arifeen, ICDDR,B, Dhaka, Bangladesh at 2-8810115 who is the local
Principal Investigator of this project or call the Office of Research and Ethics Review Committees of
ICDDR,B at 2-8810117.

Do you have any questions? Yes No

Do you agree to participate in this research project? Yes No



The Johns Hopkins University School of Hygiene and Public Health: Committee on Human Research
ICDDR,B: Centre for Health and Population Research '

Title of Research Project: Community-Based Interventions to Reduce Neonatal Mortality in
Bangladesh

(Informarion sheet to obtain consent from participants in the home-based care model area)

ICDDR,B # 2000-037 CHR#: H.22.00.12.06.B

Explanation of Research Project:

We are from a local non-governmental organization (N(GO) known as Shimantik. We are doing a study on
the health of young children. We are working with the Johns Hopkins University, USA, the Ministry of
Health and Family Welfare of the Government of Bangladesh and ICDDR.B. We would like to ask for your
permission to participate in this study. The purpose of this study is to train mothers, birth attendants and
community-based health workers in the provision of improved delivery care, newborn care, and
management of serious neonatal bacterial infections to reduce deaths in the first month of life. All mothers in
your area who expect to deliver in the next year are requested to participate in this study. If you agree to
participate, a field worker will visit your house before the baby is born and ask you some questions about
how you or your family take care of delivery and the baby after the baby is born. If you agree to participate,
one of our workers will visit your house every three months for 15 months to collect information on
pregnancies, births and deaths. If any of the babies in the study die, our worker will visit the home to ask
questions (o find out the causes of death. We understand that there is an emotional risk involved since you
will be requested to discuss about your deceased child. You can refuse to participate in this part of the study
or may ask the worker to come back on another day. Each home visit will take about 20 minutes.

We will send a trained health worker to your home to assist the person who is delivering your baby . She

will aiso come to your house every few days to find out if your baby is sick. If your child gets a serious

infection, the health worker will advise you to go to the nearest thana (sub-district) health center. If for some

reason you are not able to attend the thana health center or another hospital, the health worker will treat your

baby at home by giving antibiotic injections if you agree to such treatment. There may be pain and

occasionally an infection may develop at the injection site. The health worker will take all possible

precautions to reduce this risk. In addition, the health worker may collect a swab from the nose of your baby |
with a cotton tip applicator to examine for presence of bacteria when the baby is one month old. Your baby

may or may not be selected for this component of the study. If your baby is selected for the swab or if we

have to give him/her antibiotic injections at home we will seek your written consent before the procedures.

Your participation in this research project is completely voluntary. You have the right to withdraw from the
research study at any time. Even if you do not want to join the study, or if you withdraw from the study, you
will still receive the same quality of medical care available to you at Shimantik health facilities and the
thana health center. All necessary medical care resulting from your participation in this research study will
be provided to you without cost. Other than medical care, you will not receive any compensation for the
participation of your baby in this research project. You may find some questions of sensitive nature. You
may decide not to respond to those questions.

Your identity will remain confidential. The study records/forms will be stored for three years in ICDDR,B
head office in Dhaka under lock and key. Only, project staff will have access to these forms. In addition,
staff members from organizations funding this study may also review the forms. By giving consent, you
agree to such inspection and disclosure.

There will be a study doctor available to answer your questions and concerns at the Shimantik head office at
Zakiganj, Sylhet, Bangladesh. You should report any medical problems or concerns you may have as scon
as possible to this doctor. You may ask this doctor or the investigator listed below any questions you may
have in the future if you do not understand something that is being done. The investigators will share with
you any new findings that may develop while you are participating in this study.

If you want to talk to anyone about this research because you think you have not been treated fairly or think
you have been hurt by joining the study, or you have any other questions about the study, you may call Dr.
Shams El Arifeen, ICDDR,B, Dhaka, Bangladesh at 2-8810115 who is an investigator of this project or call
the Office of Research and Ethics Review Cormmittees of ICDDR,B at 2-8810117.

Do you have any questions? Yes No

Do you agree to participate in this research project? Yes No



The Johns Hopkins University School of Hygiene and Public Hea]th Commlttee on Human Research
ICDDR,B: Centre for Health and Population Research

Title of Research Project: Community-Based Interventions to Reduce Neonatal Mortality in
Bangladesh

(Information sheet to obtain cOnsent from participants in the community clinic care model area)

ICDDR, B # 2000-037 CHR#: H22.00.12.06.B

Explanation of Research Project:

We are from a local non-governmental organization {NGQ) known as Shimantik. We are doing a study on the
health of young children. We are working with the Johns Hopkins University, USA, the Ministry of Health and
Family Welfare of the Government of Bangladesh and ICDDR,B. We would like to ask for your permission to
participate in this study. The purpose of this study is to train mothers, birth attendants and community-based
health workers in the provision of improved delivery care, newborn care, and management of serious neonatal
bacterial infections to reduce deaths in the first month of life. Ali mothers in your area who expect to deliver in
the next year are being requested to participate in this study. If you agree to participate, a field worker will visit
your house before the baby is born and ask you some questions about how you or your family take care of
delivering babies and how you would take care of the baby after s/he is born. Thereafter, one of our workers
will visit your house every three months for 15 months to collect information on pregnancies, births and deaths.
If any of the babies in the study die, our field worker will visit the home to ask questions to find out the causes
of death. We understand that there is an emotional risk involved since you will be requested to discuss about
your deceased child. You can refuse to participate in this part of the study or may ask the worker to come back
on another day. Each home visit will take about 20 minutes.

A Community-based Health Worker trained in basic delivery and newbom care and management of infections
in newborn will be available in the community clinic (CC) in your area. You will be expected to attend the CC
for ante-natal and newhorn care. If your baby gets sick, you will be expected to attend the CC for evaluation of
your baby by the health worker. If your child gets a serious infection, the health worker will advise you to go to
the nearest thana (sub-district) health center. If for some reason you are not able to attend the thana health
center or another hospital, the health worker will treat your baby at the CC by giving antibiotic injections if you
agree to such treatment. There may be pain and occasionally an infection may develop at the injection site. The
health worker will take all possible precautions to reduce this risk. In addition, the health worker may collect a
swab from the nose of your baby with a cotton tip applicator to examine for presence of bacteria when the baby
is one month old. Your baby may or may not be selected for this component of the study. If your baby is
selected for the swab or if we have to give him/her antibiotic injections at the clinic we will seck your written
consent before the procedures.

Your participation in this research project is completely voluntary. You have the right to withdraw from the
research study at any time. Even if you do not want to join the study, or if you withdraw from the study, you
will still receive the same quality of medical care available to you at Shimantik health facilities and the thana
health center. All necessary medical care resulting from your participation in this research study will be
provided to you without cost. Other than medical care, you will not receive any compensation for the
participation of your baby in this research. You may find some questions of sensitive nature. You may decide
not to respond to those questions.

Your identity will remain confidential. The study records/forms will be stored for three years in ICDDR,B head
office in Dhaka under lock and key. Only, project staff will have access to these forms. In addition, the forms
may also be reviewed by staff members from organizations who are funding this study. By giving consent, you
agree to such inspection and disclosure.

There will be a study doctor available to answer your questions and concerns at the Shimantik head office at
Zakiganj, Sylhet, Bangladesh. You should report any medicai problems or concerns you may have as soon as
possible to this doctor. You may ask this doctor or the investigator listed below any questions you may have in
the future if you do not understand something that is being done. The investigators will share with you any new
findings that may develop while you are participating in this study.

If you want to talk to anyone about this research because you think you have not been treated fairly or think you
have been hurt by joining the study, or you have any other questions about the study, you may call Dr. Shams
El Arifeen, ICDDR,B, Dhaka, Bangladesh at 2-8810115 who is an investigator of this project or call the Office
of Research and Ethics Review Committees of ICDDR,B at 2-8810117.

Do you have any questions? Yes No

Do you agree to participate in this research project? Yes No



The Johns Hopkins University School of Hygiene and Public Health: Committee on Human Research
ICDDR,B: Centre for Health and Population Research

Title of Research Project: Community-Based Interventions to Reduce Neonatal Mortality in
Bangladesh

{Information sheet to obtain consent from participants in the comparison area)

ICDDR,B # 2000-037 CHR#: H.22.00.12.06.B

Explanation of Research Project:

We are from a local non-governmental organization (NGO) known as Shimantik. We are doing a study on
the health of young children. We are working with the Johns Hopkins University, USA, the Ministry of
Health and Family Welfare of the Government of Bangladesh and ICDDR,B. We would like to ask for your
permission to participate in this study. The purpose of this study is to develop delivery and newborn care
services that can be provided by birth attendants and community health workers to ensure that the babies are
delivered as safely as possible and to provide proper treatment for babies in the first month of life if they get
sick. All mothers in your area who expect to deliver in the next year are being requested to participate in this
study. If you agree to participate in this study, a field worker will visit your house before the baby is born
and ask you some questions about how you or your family take care of delivering babies and how you would
take care of the baby after s/he is born. Thereafter, one of our workers will visit your house every three
months for 15 months to collect information on pregnancies, births and deaths. If any of the babies in the
study die, our field worker will visit the home to ask questions to find out the causes of death. We
understand that there is an emotional risk involved since you will be requested to discuss about your
deceased child. You can refuse to participate in this part of the study or may ask the worker to come back on
another day. Each home visit will take about 20 minutes. In addition, the health worker may collect a swab
from the nose of your baby with a cotton tip applicator to examine for presence of bacteria when the baby is
one month old. Your baby may or may not be selected for this component of the study. If your baby is
selected we will seek your written consent before the procedure.

Your participation in this research project is completely voluntary. You have the right to withdraw from the
research study at any time. Even if you do not want to join the study, or if you withdraw from the study, you
will still receive the same quality of medical care available to you at Shimantik health facilities and the
thana health center. You may find some questions of sensitive nature. You may decide not to respond to
those questions.

Your identity will remain confidential. The study records/forms will be stored for three years in ICDDR,B
head office in Dhaka under lock and key. Only, project staff will have access to these forms. In addition,
staff members from organizations funding this study may also review the forms. By giving consent, you
agree to such inspection and disclosure.

There will be a study doctor available to answer your questions and concerns at the Shimantik head office at
Zakiganj, Sylhet, Bangladesh. You may ask this doctor or the investigator listed below any questions you
may have in the future if you do not understand something that is being done. The investigators will share -
with you any new findings that may develop while you are participating in this study.

If you want to talk to anyone about this research because you think you have not been treated fairly or think
you have been hurt by joining the study, or you have any other questions about the study, you may call Dr.
Shams El Arifeen, ICDDR,B, Dhaka, Bangladesh at 2-8810115 who is an investigator of this project or call
the Office of Research and Ethics Review Committees of ICDDR,B at 2-8810117.

Do you have any questions? Yes No

Do you agree to participate in this research project? Yes No



The Johns Hopkins University School of Hygiene and Public Health: Committee on Human Research
ICDDR,B: Centre for Health and Population Research

Title of Research Project: Community-Based Interventions to Reduce Neonatal Mortality in
Bangladesh

(Form to obtain written consent from participants to treat babies with serious infection af home or community

clinic with injectable antibiotics)

ICDDR,B # 2000-037 : CHR#: H.22.00.12.06.B

Explanation of Research Project:

As you know, we are from a local non-governmental organization (NGO) known as Shimantik. We are doing a
study on the health of young children. We are working with the Johns Hopkins University, USA, the Ministry

of Health and Family Welfare of the Government of Bangladesh and ICDDR,B. You also know that the purpose
of this study is to train mothers, birth attendants and community-based health workers in the provision of
improved delivery care, newborn care, and management of serious neonatal bacterial infections to reduce deaths
in the first month of life. You and your newborn baby are currently participating in this study.

In our judgment, your baby has developed a serious infection and we advise you to go to the nearest Thana
{sub-district) Health Center (THC). However, we understand you are either unable or unwilling to take your
child to the THC or another hospital. We can treat your baby at home/ community clinic by giving antibiotic
mjections if you agree to such treatment. There may be pain and occasionally an infection may develop at the
injection site. We will take all possible precautions to reduce this risk.

Your permission to treat your baby at home/community clinic is completely voluntary. You will be always
encouraged to take your child to the THC if you decide to do so. All necessary medical care resulting from your
participation in this study will be provided to you without cost. Other than medical care, you will not receive
any compensatton for the participation of your baby in this research project.

If you agree to allow your child to be treated at home/community clinic, please sign this form. Your identity
will remain confidential. The study records/forms will be stored for three years in ICDDR,B head office in
Dhaka under lock and key. Only, project staff will have access to these forms. In addition, staff members from
organizations funding this study may also review the forms. By signing this form, you agree to such inspection
and disclosure.

There will be a study doctor available to answer your questions and concerns at the Shimantik head office at
Zakiganj, Sylhet, Bangiadesh. You should report any medical problems or concerns you may have as soon as
possible to this doctor. You may ask this doctor or the investigator listed below any questions you may have in
the future if you do not understand something that is being done. The investigators will share with you any new
findings that may develop while you are participating in this study.

If you want to talk to anyone about this research because you think you have not been treated fairly or think you
have been hurt by joining the study, or you have any other questions about the study, you may call Dr. Shams
El Arifeen, ICDDR,B, Dhaka, Bangladesh at 2-8810115 who is an investigator of this project or call the Office
of Research and Ethics Review Committees of ICDDR,B at 2-8810117.

Do you have any questions? Yes No
Do you provide permission to treat your child at home/community clinic? Yes No

If you agree to these procedures please sign your name below.

Signature of Parent or Guardian NOT YALID WITHOUT THE

------------------------------------------------ COMMITTEE OR IRB STAMP

Witness to Consent Procedures* OF CERTIFICATION

Signature of Investigator

Date Void One Year From Above Date
' CHR #.

*Optional, unless subject is illiterate, or unable to sign




The Johns Hopkins University School of Hygiene and Public Health: Committee on Human Research
ICDDR,B: Centre for Health and Population Research

Title of Research Project: Community-Based Interventions to Reduce Neonatal Mortality in
Bangladesh

(Form 10 obiain written consent from participants for collection of nasal swab) |

ICDDR,B # 2000-037 CHR#: H.22.00.12.06.B

Explanation of Research Project:

As you know, we are from a local non-governmental organization (NGO) known as Shimantik. We are
doing a study on the health of young children. We are working with the Johns Hopkins University, USA, the
Ministry of Health and Family Welfare of the Government of Bangladesh and ICDDR,B. You also know
that the purpose of this study is to train mothers, birth attendants and community-based health workers in the
provision of improved delivery care, newborn care, and management of serious neonatal bacterial infections
to reduce deaths in the first month of life. You and your newborn baby are currently participating in this
study.

During initial enrollment we mentioned that your baby may be selected for collection of a nasal swab to
examine for presence of bacteria when the baby is one month old. Your baby has now been selected for
collection of a nasal swab and we are requesting your permission to collect the swab. If you provide
permission, a health worker will collect a swab from the nose of your baby with a cotton tip applicator.
There is no risk in this procedure other than slight discomfort to your baby.

Your permission to collect the swab is completely voluntary. If you provide permission to collect the swab
from your child, please sign this form. Your identity will remain confidential. The study records/forms will
be stored for three years in ICDDR,B head office in Dhaka under lock and key. Only, project staff will have
access to these forms. In addition, staff members from organizations funding this study may also review the
forms. By signing this form, you agree to such inspection and disclosure.

There will be a study doctor available to answer your questions and concerns at the Shimantik head office at
Zakiganj, Sylhet, Bangladesh. You should report any medical problems or concerns you may have as soon
as possible to this doctor. You may ask this doctor or the investigator listed below any questions you may
have in the future if you do not understand something that is being done. The investigators will share with
yon any new findings that may develop while you are participating in this study.

If you want to talk to anyone about this research because you think you have not been treated fairly or think
you have been hurt by joining the study, or you have any other questions about the study, you may call Dr.
Shams El Arifeen, ICDDR,B, Dhaka, Bangladesh at 2-8810115 who is an investigator of this project or call
the Office of Research and Ethics Review Committees of ICDDR,B at 2-8810117.

Do you have any questions? Yes No

Do you provide permission to collect the nasal swab from your child? Yes No

If you agree to these procedures please sign your name below.

Signature of Parent or Guardian NOT VALID WITHOUT THE

-------------------- RGECTCEEEEEEEELEEEE s EE COMMITTEE OR IRB STAMP

Witness to Consent Procedures* OF CERTIFICATION

Signature of Investigator

Date Void One Year From Above Date
CHR #.

*Optional, unless subject is illiterate, or unable 1o sign




The Johns Hopkins University School of Hygiene and Public Health: Committee on Human Research
ICDDR,B: Centre for Health and Population Research

Title of Research Project: Community-Based Interventions to Reduce Neonatal
Mortality in Bangladesh

(Information sheet to obtain verbal consent from participants in the worker skill evaluation )

ICDDR,B # 2000-037 CHR#: H22.00.12.06.B

Explanation of Research Project:

We are from a local non-governmental organization (NGO) known as Shimantik. We are doing a
study on the health of young children. We are working with the Johns Hopkins University, USA, the
Ministry of Health and Family Welfare of the Government of Bangladesh and ICDDR,B. We would
like to ask for your permission to participate in this study. The purpose of this study is to learn about
the problems, perception and care seeking patterns for delivery and newborn care services in your
community. Based on that we plan to develop detivery and newborn care services that can be
provided by birth attendants and community health workers to ensure that the babies are delivered as
safely as possible and to provide proper treatment for babies in the first month of life if they get sick.
As part of this study, we have received extensive training on the assessment of the newborn and
management of sick newborns. All mothers in your area are being requested to participate in this
study. If you agree to participate, I will examine your newborn and ask you a few questions to
determine the health of the baby. This will take about 15 minutes. In a few hours a doctor will come
and also examine your baby to see if he/she is all right and to provide treatment if the baby has an
illness.

Your participation in this study is completely voluntary. You have the right to withdraw from the
study at any time. Even if you do not want to join the study, or if you withdraw from the study, you
will still receive the same quality of medical care available to you at Shimantik health facilities and
the thana health center. You may find some questions of sensitive nature. You may decide not to
respond to those questions.

Your identity will remain confidential. The study records/forms will be stored for three years in
ICDDR,B head office in Dhaka under lock and key. Only, project staff will have access to these
forms. In addition, staff members from organizations funding this study may also review the forms.
By giving consent, you agree to such inspection and disclosure.

If you want to talk to anyone about this research because you think you have not been treated fairly or
think you have been hurt by joining the study, or you have any other questions about the study, you
may call Dr. Shams El Arifeen, ICDDR,B, Dhaka, Bangladesh at 2-8810115 who is the local
Principal Investigator of this project or call the Office of Research and Ethics Review Committees of
ICDDR.B at 2-8810117.

Do you have any questions? Yes No

Do you agree to participate in this research project? Yes No
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The Johns Hopkins University School of Hygiene and Public Health: Committee on Human Research
ICDDR,B: Centre for Health and Population Research

Title of Research Project: Community-Based Interventions to Reduce Neonatal
Mortality in Bangladesh
(Information sheet to obtain verbal consent from participants in the semi-structured interview)

ICDDR,B # 2000-037 CHR#: H22.00.12.06.B
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The Johns Hopkins University Schoel of Hygiene and Public Health: Committee on Human Research
ICDDR,B: Centre for Health and Population Research

Title of Research Project: Community-Based Interventions to Reduce Neonatal
Mortality in Bangladesh
(information sheet to obtain verbal consent from participants in the focus group interview)

ICDDR,B # 2000-037 CHR#: H22.00.12.06.B
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The Johns Hopkins University Schoo!l of Hygiene and Public Health: Committee on Human Research
ICDDR,B: Centre for Health and Population Research

Title of Research Project: Community-Based Interventions to Reduce Neonatal
Mortality in Bangladesh
(Information sheet to obtain verbal consent from participants to allow observation of deliveries)

ICDDR,B # 2000-037 CHR#: H.22.00.12.06.B
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The Johns Hopkins University School of Hygiene and Public Health: Committee on Human Research
ICDDR,B: Centre for Health and Population Research

Title of Research Project: Community-Based Interventions to Reduce Neonatal
Mortality in Bangladesh

(Information sheet to obtain verbal consent from participans in the baseline household survey)

ICDDR B # 2000-037 CHR#: H.22.00.12.06.B
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The Johns Hopkins University School of Hygiene and Public Health: Committee on Human Research
ICDDR,B: Centre for Health and Population Research

Title of Research Project: Community-Based Interventions to Reduce Neonatal Mortality in
Bangladesh

(Information sheet to obtain consent from participants in the home-based care model area)
ICDDR,B # 2000-037 CHR#: H22.00.12.06.B
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The Johns Hopkins University School of Hygiene and Public Health: Committee on Human Research
ICDDR,B: Centre for Health and Population Research

Title of Research Project: Community-Based Interventions to Reduce Neonatal Mortality in
Bangladesh
{Information sheet 1o obrain consent from participants in the community clinic care model area)

ICDDR,B # 2000-037 CHR#: H.22.00.12.06.8B
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The Johns Hopkins University School of Hygiene and Public Health: Committee on Human Research
ICDDR,B: Centre for Health and Population Research

T {le of Research Project: Community-Based Interventions to Reduce Neonatal Mortality in
: Bangladesh
([nﬁ:‘,'s ation sheet to obtain consent from participants in the comparison area)

ICDDR.B # 2000-037 CHR#: H.22.00.12.06.B
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The Johns Hopkins University School of Hygiene and Public Health: Committee en Human Research
ICDDR,B: Centre for Health and Population Research

Title of Research Project: Community-Based Interventions to Reduce Neonatal Mortality in
Bangladesh

(Form to obtain written consent from participants to treat babies with serious infection at home or community

clinic with injectable antibiotics)

ICDDR,B # 2000-037 CHR#: H.22.00.12.06.B
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Signature of Parent or Guardian NOT VALID WITHOUT THE
COMMITTEE OR IRB STAMP

Witness to Consent Procedures* OF CERTIFICATION

Signature of Investigator

Date Void One Year From Above Date
CHR #.

*Optional, unless subject is illiterate, or unable to sign




The Johns Hopkins University School of Hygiene and Public Health: Committee on Human Research
ICDDR,B: Centre for Health and Population Research

Title of Research Project: Community-Based Interventions to Reduce Neonatal Mortality in
Bangladesh '

{Form to obtain written consent from participants for collection of nasal swab)

ICDDR,B # 2000-037 CHR#: H.22.00.12.06.B
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The Johns Hopkins University School of Hygiene and Public Health: Committee on Human Research
ICDDR,B: Centre for Health and Population Research

Title of Research Project: Community-Based Interventions to Reduce Neonatal
Mortality in Bangladesh

(Information sheet to obtain verbal consent from participants in the worker skill evalt'mtian)
ICDDR,B # 2000-037 CHR#: H22.00.12.06.B
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International Centre for Diarrhoeal Disease Rese

: S search, Bangladesh
CENTRE FOR HEALTH AND POPULATION RESEARCH
Mail : [CDDR, B, GPO Box 128, Dhaka-1000, Bangladesh
IP_hone: 280—2—881 1751-60, Telex ; 6424586 I[CDD Bl
o= “ax 0 8B0-2-B823116, 8812530, 8811568, 8826030, 9885 3 )
Oove Cable - Cholera Dhaka Q 3037 8511686, 8812329

Memorandum

13 August 2002

To : Dr. Shams El-Arnfeen
Public Health Sciences Division

-~
From: David A Sack, MD K (]/ ~ y
Fa

Chairman, Research Review Committee (RRC)
Sub : Proposal for an addendum to protocol # 2000-037

The Research Review Commitiee in its meeting held on $* August 2002
approved an addendum proposal to your protocol # 2000-037 entitled
“Community-based interventions to reduce neonatal mortality in
Bangladesh™. Pleasc submit a modified version of the prolocol
incorporating the addendum. for record of the RRC Secretanat.

Thank vou.

Copy: Associate Dircelor
Pubtic Health Sciences Division

August 2002 RRC meeting

13/8/2002



REVISED VERSION: Bangla

The Johns Hopkins University School of Hygiene and Public Health: Committee on Human Research
ICDDR, B: Centre for Health and Population Research

Title of Research Project: Addendum to “Community-Based Interventions to Reduce
Neonatal Mortality in Bangladesh” (ERC# 2000-037)
Principal Investigator: Dr. Shams El Arifeen

{Information sheet to obtain written consent from participants for collection of nasal swabs)

Consent form .
ICDDR, B # CHRi#:
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The Johns Hopkins University School of Hygiene and Public Health: Committee eon Human Research
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{Information sheet to obtain written consent from purticipants for collection of nasal swabs)
Consent form
ICDDR, B # CHR#:

Explanation of Research Project:

As you know, we are from a local non-government organization (NGQ) known as Shimantik. We are
doing a study on the health of young infants. We are working with Johns Hopkins University, USA,
the Ministry of Health and Family Welfare of the Government of Bangladesh and ICDDR, B. You
also know that the purpose of the study is to train mothers, birth attendants, and community-based
health workers in the provision of improved delivery care, newborn care, and management of serious
neonatal bacterial infections to reduce deaths in the first month of life. You and your newborn are
currently participating in this study.

During initial enrollment we mentioned that your baby may be selected for collection of a nasal swab
to examine the presence of bacteria when the baby is one month old. We are now requesting your
permission to collect the swabs from the baby, from you or the primary care-giver, and from the
baby’s closest sibling. If you provide permission, a health worker will collect a swab from the baby’s
nose, vour (or primary care-giver’s) nose, and the nose of the baby’s closest sibling. There is no risk
in this procedure other than a slight tickle in your nose and the noses of the people we are collecting
samples from.

Your permission to collect the swab is completely voluntary. If you provide permission to collect the
swab from your child, please sign this form or give a thumb impression. Your identity wiil remain
confidential. The study records/forms will be stored for three years in ICDDR,B head office in Dhaka
under lock and key. Only, project staff will have access to these forms. In addition, staff members
from organizations funding this study may also review the forms. By signing this form, you agree to
such inspection and disclosure.

We would also like to ask you a few questions about the treatments and medicines you or your family
take, how many you take, why you use them, where you get them from and if you use them for new
babies. This will take no more than 15 minutes.

Only project staff will have access to these forms. In addition, staff members from organizations
funding this study may also review the forms.

There are no risks involved in this study except a little discomfort in taking nasal swabs. This
information will be helpful to you and your community because it will allow us to determine what the
most appropriate medicines to use in your community are.

There will be a study doctor available to answer your questions and concerns at the Shimantik head
office at Zakiganj, Sylhet, Bangladesh. You should report any medical problems or concerns you
may have as soon as possible to this doctor. You may ask this doctor or the investigator listed below
any questions you may have in the future if you do not understand something that is being done. The
investigators will share with you any new findings that may develop while you are participating mn
this study.




\
If you want to talk to anone about this research because you think you have not been treated fairly or
think you have been hurt by joining the study, or you have any other questions about the study, you
may call Dr. Shamps El Arifeen, ICDDR, B, Dhaka, Bangladesh at 2-8810115 who is the local

Principal Investigator of this project or call the Office of Research and Ethics Review Committees of
ICDDR, B at 2-8810117.

If you would like to participate please sign your name or provide a thumb impression below.

The above procedures have been fully explained to me as I give consent voluntarily.

Signature/left thumb impression of Parent or Guardian NOT VALID WITHOUT THE
COMMITTEE OR IRB STAMP
OF CERTIFICATION

Witness to Consent Procedures*

Signature of Investigator

Date Void One Year From Above Date
CHR #.

*Optional, unless subject is illiterate, or unable to sign




