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Effectiveness of the Community-IMCI and Community-IMCI with ARI emphasis intervention models in increasing rates of correct ARI treatment and appropriate referral in NSDP program areas in rural Bangladesh
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	Acute lower respiratory infections (ALRI) remain one of the major causes of under-five mortality in Bangladesh, despite reductions in ALRI-specific mortality.  The NGO Service Delivery Program (NSDP) is a USAID-funded nation-wide initiative to improve reproductive and child health in underserved rural and peri-urban areas of Bangladesh.  In NSDP sites, Depot Holders (DH), women residing in satellite catchment areas, sell three commodities: oral contraceptive pills, condoms and ORS sachets.  

NSDP is now expanding the responsibilities of DH to include assessment and treatment with antibiotics of children with ALRI in selected upazilas.  This study will evaluate two intervention models for improving the management of children with ALRI:

1. C-IMCI: The Community-IMCI intervention model that is in the early implementation phase in 34 upazilas. 

2. C-IMCI/AE: The Community-IMCI intervention model with ARI Emphasis.  There will be additional training, a more elaborate referral system and greater supervision of Depot Holder performance in relation to community case management of ARI, in selected upazilas where the C-IMCI intervention model is already being implemented.

This study will evaluate the effectiveness of C-IMCI and C-IMCI/AE intervention models in improving careseeking for ALRI; evaluate the quality of assessment and treatment by DH for children presenting with ALRI; and assess compliance with a full course of antibiotic treatment for ALRI and compliance with referral to health facilities.   Data collection methods consist of cross-sectional household surveys at baseline and final, follow-up in the home 5 days after treatment by DH for a sample of children receiving antibiotics, and direct observation of the quality of care provided by DH.  The household surveys will estimate the impact of the C-IMCI interventions on coverage and on care-seeking for sick children, with the follow-up in the home will assess compliance with a full course of antibiotic treatment.
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DESCRIPTION OF THE RESEARCH PROJECT

Hypothesis to be tested:


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


1. The proportion of children with ARI, defined as cough with either rapid breathing or difficult breathing or chest indrawing, brought for care to a health facility or DH will be significantly higher for both intervention arms compared to a comparison group of NSDP areas without C-IMCI activities.

2. The quality of assessment and treatment by DH for children presenting with ARI will be significantly higher in the C-IMCI/AE study arm relative to the C-IMCI study arm.

3. The quality of counseling by DH on administration of antibiotics to treat ALRI will be significantly higher in the C-IMCI/AE study arm relative to the C-IMCI study arm.

4. Compliance with a full course of antibiotic treatment for ALRI will be higher in the C-IMCI/AE study arm relative to the C-IMCI study arm.

5. Compliance with referral to a health facility for severely ill children, as measured through comparison of DH and clinic registers, will be higher in the C-IMCI/AE study arm relative to the C-IMCI study arm.

Specific Aims:


Describe the specific aims of the proposed study. State the specific parameters, biological functions/ rates/ processes that will be assessed by specific methods (TYPE WITHIN LIMITS).


To assess the effectiveness of the Community IMCI (C-IMCI) and Community IMCI with ARI Emphasis (C-IMCI/AE) intervention models in improving:

1. Careseeking for sick children from DH and health facilities for children with ARI, defined as cough with either rapid breathing or difficult breathing or chest indrawing.

2. The quality of assessment and treatment by DH for children presenting with ARI in selected NSDP program areas. 

3. The quality of counseling by DH on drug administration for children presenting with ALRI. 

4. Compliance with a full course of antimicrobial treatment in the home. 

5. Referral to health facilities and compliance with referral for severely ill children.

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).

                                                                                                                                                                                          

Experience with treatment of ARI at the community level in Bangladesh

Acute lower respiratory infections (ALRI) remain one of the major causes of under-five mortality in Bangladesh, despite reductions in ALRI-specific mortality (Baqui et al., 2001).  Evidence for the effectiveness of antibiotic treatment in the community of children having signs of lower-respiratory tract infections is strong (Sazawal & Black, 1992; Sazawal & Black, 2003).  A recent meta-analysis reports a reduction of 42% in pneumonia mortality with such interventions (Sazawal & Black, 2003).   In Nepal community case management of pneumonia has been implemented at scale (Dawson, 2001; Dawson et al., submitted; Pandey et al., 1991).

The feasibility of such an approach has also been established for Bangladesh.  BRAC and the government of Bangladesh (GoB) collaborated on a community-based ALRI program that covered 10 sub-districts (population 2.4 million) in northern and central regions of Bangladesh. After an intensive 3-day training, the shastho shebika (SS) were responsible for detecting, classifying and treating childhood pneumonia in approximately 100 to 120 households. SS carried out active detection, visiting households monthly and each SS was given a stopwatch to time respirations as well as a supply of cotrimoxizole. The SS were also responsible for educating mothers about danger signs of pneumonia and monitoring sick children (BRAC, 2000; Hadi, 2003).   An evaluation of this program found that the SS could identify pneumonia in children with 67.6% sensitivity and 92.5% specificity as compared to physician’s diagnosis (Hadi, 2001).  Both classification and treatment were more accurate among those SS receiving routine supervision and over 70% of SS were regularly supervised (Hadi, 2003).   

Treatment of ARI at the community level in the Bangladesh NSDP programme

The NGO Service Delivery Program (NSDP) is a USAID-funded nation-wide initiative to improve reproductive and child health in underserved rural and peri-urban areas of Bangladesh.  The lead organization is Pathfinder, and there are 8 partners who provide technical assistance to the local NGOs implementing the program.  At the central level, NSDP is divided into a number of teams: Clinical services, Program operation, Monitoring and evaluation, Quality improvement, Health economics, Community response, and Behavior Change Communication (BCC).  In rural Bangladesh Districts (Zila) are divided into sub-districts (Upazila, Thana), which in turn are divided into Unions.  Each Union has a council (Union Parishad) and contains a number of villages.  Each Union is divided into a zone covered by the health services of the Government of Bangladesh and another zone covered by NSDP.  

NSDP provides the Essential Service Package (ESP) through its Static Clinics, and Outreach Centers known as Satellite Clinics. In addition, Depot Holders (DH), women residing in satellite catchment areas, provide limited ESP services.  There are three Service Promoters (SP) per Static Clinic.  The SP meet with community groups and sometimes with individuals and conduct health education and advocacy, promote utilization of services and supervise Depot Holders (DH).  There are typically 12 to 15 DH per SP, but up to 40 in a few areas.  DH receive 21 days basic training when they are recruited.  In the standard program model implemented in most NSDP sites, the DH sell three commodities: oral contraceptive pills, condoms and ORS sachets.  They also promote immunization, antenatal care and other services provided at the Satellite Clinics.  The DH have a monthly meeting where there is refresher training on a specific topic, they discuss problems they are facing and commodities are distributed.  In this standard version of the NSDP program, DH do not sell or dispense antibiotics for children with pneumonia, instead they are verbally referred to the nearest health facility or private provider.  It is generally estimated that NSDP covers about one third of each upazila where they are working with their services (Static Clinics, Satellite Clinics, paramedics, SP and DH), i.e., about 70,000 population or 14,000 households per upazila, assuming an average upazila population of 210,000.

There are two models being implemented in selected NSDP areas to improve the management of children with acute lower respiratory tract infections including pneumonia at the community level: the Community-based ARI model (CB-ARI) and the Community IMCI (C-IMCI, Community Integrated Management of Childhood Illness) model.  The two models are summarized in the next table.

Operational models for improving management of children with pneumonia in the NSDP program

	
	Model 1: Community-based ARI
	Model 2: Community IMCI

	Depot holders (DH)
	Pneumonia management training only

Plus regular duties: 3 standard commodities, health promotion etc.
	IMCI training, includes pneumonia

Plus regular duties: 3 standard commodities, health promotion etc.

	Service promoters (SP)
	Promote ARI-related practices in addition to other standard NSDP messages
	Promote 16 key IMCI practices in addition to other standard NSDP messages

	Follow-up
	DH always visits child on 3rd day
	Bring child back to DH if symptoms do not improve after 2 days

	Information system for documenting cases treated
	DH maintains pictorial register (yellow) for ARI cases treated 

Make one white copies for the SP
	Register of number of cases treated and number of drugs sold, but name of child not recorded

	Referral system
	DH maintains referral register (pink).

Make two white copies, one copy for clinic (SP) and for the UHC, no referral to FWC or private clinics
	No referral register, but verbal referral to UHC or private clinics

	Monitoring of DH skills by SP
	Monitoring tool used, SP does monitoring with tool to assess skill and knowledge of DHs
	No monitoring tool

	Status of implementa-tion
	Implemented as a pilot project in three upazilas, training of DH in Oct/03 and Feb/04, drugs distributed and treatment started May/04
	Implemented as part of larger IMCI program in 34 upazilas, training of SP completed, DH to be trained in 3-4 months


Community-based ARI model:  NSDP has recently started a pilot project on community based pneumonia case management services in three Upazilas (Sub-Districts): Delduar in Zila (District) Tangail, Dewangonj in Zila Jamalpur and Sreepur in Zila Gazipur.  DH have been trained by NSDP with assistance from GoB on community education and identification, classification, treatment and referral of severe cases.  The emphasis of the training is exclusively on the management of ARI and referral of severe cases.  Unlike the C-IMCI model (below), in the CB-ARI model DH maintains a referral register with two copies of each referral slip, one copy for Service Promoter (SP) at the clinic and for the UHC.  The SP use a monitoring with tool to assess the skill and knowledge of the DH.

Community-IMCI model:  Within NSDP, IMCI is being implemented at both the health facility and community levels.  IMCI activities are jointly organized by the NSDP clinical services and program operations teams. For the community component (C-IMCI), NSDP has carried out training of trainers for Service Promoters (SP) who do BCC activities/promotion of key practices in communities covered by NSDP and also supervise Depot Holders.  SP and paramedics from 34 upazilas were trained in IMCI including case management of pneumonia.  In each of the 34 upazilas, SP and paramedics then jointly trained the DH.  DH training lasted 9 days.  Depot holders were also trained in a few urban sites.  DH treat pneumonia with cotrimoxazole (CT), but there is less overall emphasis on ARI case management than in the CB-ARI model where ARI is the unique focus. 

Agenda for operational research

A number of operational questions remain to be resolved if community case management of ARI is to be implemented at scale and sustained over the long term:

Vertical versus integrated health interventions for childhood pneumonia

The Integrated Management of Childhood Illness (IMCI) strategy consists of three components: 1) improving the case management skills of health workers; 2) improving the health system supports required for high quality care; and 3) improving household and community practices (Community IMCI) (Gove, 1997; Lambrechts et al., 1999).  Introduction of the IMCI strategy has revived the debate about the relative strengths and weaknesses of integrated approaches (represented by IMCI) for the control of health problems such as pneumonia in children.  Indications that have been cited for vertical programs such as programs for ARI control in children include the control of rare diseases and some epidemics and emergencies, and provision of health services for which there is little or no demand (Criel et al., 1997; Unger et al., 2003).  Disadvantages include the fact that vertical programs address only a fraction of the need for curative care, they create duplication in personnel and services, contribute to gaps in care and create management difficulties for decentralized health delivery systems (Unger et al., 2003).  For integrated programs, conversely, there has been little research on impacts on quality of health services or health outcomes (Briggs et al., 2001).  Specifically for pneumonia, there is concern that CHWs in integrated programs do not get sufficient training on assessment, treatment and referral, nor sufficient specific supervision on their performance, to adequately manage children with pneumonia.  Yet it is unlikely that most countries can afford to establish a cadre of community-based workers specifically for childhood pneumonia.  On-going ICDDR,B projects in Upazila Mirzapur and Sylhet District are providing antibiotic treatment to sick newborns by CHWs in the community if referral fails.  CHW algorithms could be integrated to include both newborns and older children.  In single-disease programs where CHWs with low levels of education are recruited it has been observed that training and supervision are much simpler operationally than in multiple-disease programs.  In Bangladesh it is unclear whether CHWs or their equivalent (HAs, FWAs, BRAC SS etc.) should ideally be trained to manage single or multiple health problems.  The quality, effectiveness, coverage and cost of single-purpose CHWs (one cadre for newborns, another cadre for older children) versus multiple-purpose (one single cadre for all children under five) need to be evaluated.

Health system supports for high quality CHW care 

For health workers to be effective in treating sick children, whether they are facility-based or community-based, they need both solid case management skills and health system supports (Winch et al., 2002).  The latter include regular supervision, a functional referral system and a reliable supply of drugs.  Henry Perry gives a comprehensive overview of the health systems issues specific to community-based programs in Bangladesh (Perry, 2000).

1. CHW performance and supervision.  Factors affecting the performance of CHWs have recently been reviewed (Winch et al., 2003b)(download at www.childsurvival.com) and (Bhattacharyya et al., 2001) (download at www.basics.org).  Projects have rarely taken a comprehensive approach to CHW performance, nor placed supervision and training within a broader performance improvement framework (Winch et al., 2003b).  There is a need to evaluate different integrated approaches to establishing and maintaining high levels of quality care in CHW programs.  A related question is how skills and performance can be maintained in large programs where the amount of supervision and other inputs provided to individual CHWs is necessarily less.

2. Referral systems.  Regardless of how well they are trained, a significant minority of sick children will require care in a health facility.  Verbal referral of sick children has low reported rates of compliance.  Efforts to facilitate referral may include: 1) Active promotion of compliance with referral by the CHW and/or village doctor including provision of referral slips (Kalter et al., 2003), 2) Addressing barriers to referral (geographic and financial access), 3) Provision of initial treatment, and 4) Monitoring of referral combined with supervisory support.  There is little evidence for the effectiveness of these components, either alone or in combination, although the evidence is stronger for maternal health interventions (Ahluwalia et al., 2003; Kwast, 1995; Nwakoby et al., 1997).

3. CHW retention/attrition.  An evaluation of the BRAC program also found that only 57% of SS had received the 3-day basic training. The low rate of basic training of SS partially stemmed from volunteer turnover and difficulties with training new replacements (Hadi, 2001; Hadi, 2003).   Factors affecting attrition of SS and other types of community health worker (CHW) need to be examined.  A recent article on retention of BRAC SS cited lack of time, lack of “profit”, and family's disapproval as reasons for attrition of SS from the program (Khan et al., 1998).  Some approaches such as linking CHW programs to microcredit interventions have been developed (Hadi, 2002), but further evaluation is necessary.  Alternative integrated models for reducing CHW attrition need to be tested (Bhattacharyya et al., 2001).

4. Sustainable drug supply.  For the ALRI program, UNICEF provided cotrimoxazole free of charge to the GoB until 2000. To distribute the drugs, the GoB gave cotrimoxazole to Family Welfare Visitors working for GoB in Family Welfare Centres and to BRAC who gave the drug to SS in pilot project areas.  After UNICEF stopped providing cotrimoxazole free of charge, the ALRI program was discontinued.  Ways to establish a sustainable drug supply need to be examined, a question that is pertinent to the entire health system. 

5. Equity.  Sustainable community case management interventions will most likely require that parents of sick children pay for antibiotic treatment for pneumonia.    The influence of community case management interventions on equity of access to treatment for pneumonia has not been examined.  It may be that relatively better off families take their children to CHWs and village doctors, while the poorest of the poor use home remedies or purchase antibiotics and other treatments in the private sector.  Assessing the impact of interventions on equity is of paramount importance (Victora et al., 2003).

Improving the case management skills of CHWs 

Skills needed for quality case management of sick children include assessment and classification, selection and dispensing of appropriate treatments, and counseling of parents on drug administration, feeding and fluids, and monitoring the health of the child.

6. Identification of severe pneumonia.  In common with programs in other parts of the world, SS have had difficulties in identifying cases of severe or very severe pneumonia.  Practical approaches for improving the recognition of severe pneumonia by CHWs need to be developed.  An additional question is whether most of these severe pneumonia cases can be effectively treated at home with oral antibiotics.

7. Appropriate drug use.  Over the short term and with intensive supervision, antibiotic use by SS in BRAC programs and programs in other countries appears to have been rational.  SS earned money through sales of drugs, so there was an incentive for irrational drug use that is the sale of antibiotics in cases where they are not indicated.  Monitoring systems need to be developed that could detect such a phenomenon and take appropriate measures to address it.  There is evidence from a number of countries of irrational drug use on the part of village doctors or their equivalent.

8. Communication.  Programs have typically stressed the assessment, classification and treatment skills of CHWs and private providers, and put insufficient effort into improving and maintaining their communication skills.  CHWs themselves may see their job more in terms of selling medications than counseling and promotion of quality case management in the home.  Counseling and communication skills of CHWs have rarely been measured (Winch et al., 2003a), and different approaches to improving these skills need to be tested .

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). 


Definition of the intervention arms 

Two intervention models will be tested in the study:

1. C-IMCI: The Community-IMCI intervention model that is in the early implementation phase in 34 upazilas. 

2. C-IMCI/AE: The Community-IMCI intervention model with ARI Emphasis.  There will be additional training, a more elaborate referral system and greater supervision of Depot Holder performance in relation to community case management of ARI, in selected upazilas where the C-IMCI intervention model is already being implemented.

Differences between the two intervention models (study arms) 

	
	Arm 1: C-IMCI

Community IMCI
	Arm 2: C-IMCI/AE

Community IMCI with ARI Emphasis

	IMCI training for Depot Holders
	9 days
	9 days

	ARI training for Depot Holders
	1 day, integral part of the 9 day IMCI training
	1 day during the 9 day IMCI training plus a) two additional 1-day training sessions separate from the IMCI training on ALRI: One day on management of children with ARI, indications for referral, and how to promote compliance with referral; A second day on counseling on drug administration and how to promote compliance with a full course of antibiotic treatment, and b) additional focus on ALRI case management, referral, counseling and compliance with antibiotic treatment during monthly meetings with DH

	Register of cases treated
	“Traditional” register of number of cases treated
	Yellow register with one page per child, additional details recorded on presenting symptoms and treatments given

	Register of cases referred
	Verbal referral only
	Pink register with one page per child, details recorded on reason for referral, condition of child


Study sites and study design

Figure 1. Overview of the study design
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Assignment of upazilas to intervention arms: 

STEP 1: For the baseline survey, 16 upazilas will be selected from sites in central Bangladesh (greater Mymensingh, Tangail and Comilla) that are among the 34 upazilas where 1) the Pathfinder NSDP program is in place, 2) the C-IMCI package of interventions is being implemented, and 3) malaria is not a significant health problem.  

STEP 2: Using data from the baseline survey, 12 of the 16 upazilas will be selected for random assignment to one or the other intervention arm.  The 12 upazilas will be selected based on 1) completeness of implementation of the C-IMCI intervention, and 2) ability to pair each upazila with another upazila having comparable levels of outcome indicators from the baseline survey, health system functionality and socio-economic status. 

STEP 3: To assign these 12 NSDP/C-IMCI upazilas to one or the other intervention arm, the 12 upazilas will be formed into 6 pairs on the basis of 1) the district in which they are located, 2) geographic/ecological characteristics and availability of transport in the upazilas, and 3) current level of utilization of the DH.  

STEP 4: From each of the six pairs of upazilas, one will be randomly assigned to the C-IMCI study arm, and the other will be in the C-IMCI/AE study arm.  

Selection of intervention and comparison villages within each selected upazila:

In each upazila where the NSDP program is operating, about one-third of the upazila is covered by NSDP interventions including depot holders.  Thus each NSDP upazila has NSDP and non-NSDP villages.  A sampling frame containing all of the unions and villages in each upazila and their respective populations will be constructed.  For the baseline and final surveys, in each NSDP upazila four villages having Depot Holders (average population = 1200) from four different NSDP clusters will be selected.  For each of these villages a nearby non-NSDP comparison village of similar size and SES as the intervention village will be identified.  The procedure for random selection of the villages will be defined in more detail once the sampling frame for each upazila has been created.

Methods and variables by study objective

· Objective #1: Effectiveness of C-IMCI and C-IMCI/AE intervention models in improving careseeking for ARI

· Outcome variable:

· Proportion of all under-five children with ARI, defined as cough with either rapid breathing or difficult breathing or chest indrawing, brought for care to a Depot Holder, GoB health facility or NSDP health facility

· Method of measurement:

· M1: Cross-sectional household surveys at baseline and final

· Objective #2: Quality of assessment and treatment by DH for children presenting with ALRI

· Outcome variables:

· Scale of knowledge of ALRI case management

· Scale of quality based on reported performance of DH by parents of sick children

· Scale of quality based on direct observation

· Method of measurement:

· M1: Cross-sectional household surveys, questions to parent on actions taken by DH during the visit

· M2: Follow-up in the home 5 days after visit to DH, questions to parent on actions taken by DH during the visit

· M3: Survey of Depot Holders

· M5: Direct observation of DH in evaluating child in a health facility

· Objective #3: Quality of counseling by DH on drug administration for children prescribed antibiotics for ALRI

· Outcome variables:

· Scale of quality based on reported performance of DH by parents of sick children

· Scale of quality based on direct observation

· Method of measurement:

· M1: Cross-sectional household surveys, questions to parent on actions taken by DH during the visit

· M2: Follow-up in the home 5 days after visit to DH, questions to parent on actions taken by DH during the visit

· M5: Direct observation of DH in counseling mother in a health facility

· Objective #4: Compliance with a full course of antibiotic treatment for ALRI

· Outcome variables:

· Proportion of children prescribed cotrimoxazole or other appropriate treatment for ALRI who receive a complete course of treatment

· Method of measurement:

· M2: Follow-up in the home 5 days after visit to DH, questions to parent on how drug was administered, combined with examination/counting of any remaining pills

· Objective #5: Compliance with referral to a health facility for severely ill children

· Outcome variables:

· Proportion of children referred by a DH to a health facility who arrive at the facility (referral)

· Proportion of children referred by a DH to a health facility for whom the DH receives a note from the facility-based provider after the child is seen at the facility (counter-referral)

· Method of measurement:

· M4: Verification of referral in registers kept by DH and by health facilities

· M2: Follow-up in the home five days after referral of a sample of children referred by DH to health facilities

Methods of data collection and sample sizes for each method

M1: Cross-sectional household surveys at baseline and final

This is the only data collection method which will be applied in all three study arms: Intervention arms #1 and #2 and their respective comparison villages.  As described above, the baseline survey will be conducted in 16 upazilas, and the final in 12 upazilas.

Baseline cross-sectional household survey:  The main objectives of the baseline survey are: 1) To estimate levels of outcome variables and intra-cluster correlations to permit precise estimation of the sample size necessary for the final survey, and 2) To identify and match upazilas to form 6 pairs, one of each subsequently to be assigned to each intervention arm.  As described in the study design section above, the baseline survey will be conducted in 16 NSDP upazilas.  In each upazila four villages having a Depot Holder from 4 different NSDP clusters will be selected.  For each village an adjacent non-NSDP village will be selected as a comparison.  In each of the selected villages the study team will map and list all households.  Fifty households with a child under-five years of age will be selected from the 4 intervention villages in each upazila, and a further 50 households from the comparison villages, for a total of 100 households per upazila.  The total sample size for the baseline survey will be 100 households/upazila x 16 upazilas = 1600 households.

Final cross-sectional household survey:  The main objective of the final survey is to test the four hypotheses listed in Section IV.3 above.  The first hypothesis concerning careseeking requires the largest sample size, and is therefore the basis for the overall sample size calculation.  According to the 2004 BDHS survey, 18.8 % of children in Dhaka Division had ARI in the past two weeks.  We will assume 15% as a conservative estimate.  ARI was defined as cough with either rapid breathing or difficult breathing or chest indrawing.  Of those with ARI, 17% were taken to a health facility.  We will conservatively assume 20% for our calculation.  Dhaka Division includes the Districts of Mymensingh and Tangail from which our study upazilas will be selected (in addition to Comilla).   In order to detect an increase in careseeking from a GoB or NSDP health facility or DH from 20% to 35% with 80% power and 95% confidence, a sample of 151 children are needed. Since only 15% of children have ARI in the past two weeks, a sample of 151 x 100/15 = 1007 children need to be visited in the survey for each study arm.  This number will be 2014 (i.e., 335/per upazila if total upazilas in each arm is 6, after allowing for a design effect of 2.  Data from the baseline survey will be used to estimate the actual design effect for finalizing the sample size for the final household survey.  For each the two careseeking comparisons for Hypothesis #1 : 1) compare Intervention 1 (C-IMCI) to comparison villages and also 2) Intervention 2 (C-IMCI plus ARI emphasis) to comparison villages, we will require 2,014*2=4,028 children, i.e., a total of 8,056 children to carry out the two comparisons.  This means that the total samples size for the comparison villages will be 4,028 under-5 children.

Generic components of the survey administered in all households will include demographic and socio-economic data to identify the poverty level of the household, and to identify other modifying factors, and for all households where children under 5 years have been ill with ARI, diarrhea, or fever in the last two weeks, questions will be asked about the nature of the illness, and which provider was seen.  Only for the children with ARI will the full survey with questions on ARI case management, referral and compliance with referral for ARI, compliance with treatment for ARI, and counseling and quality of care for ARI from various providers be administered.  Questions will address care from the full range of providers in the public and private (formal and informal) sectors, and will examine whether children who first sought care in the private sector later seek care from a depot holder and vice versa.

M2: Depot holder home follow-up survey at Months 3 and 9

The purposes of this data collection method will be to 1) assess the quality of care provided by the DH, and 2) assess administration of medications in the home after the visit to the DH.  This data collection method will serve many of the purposes of an adequacy assessment in this study, in that the data will be used to provide feedback to NSDP field personnel implementing the study on the process of implementation and how it could be improved.

During the 1-2 month period of the compliance survey, depot holders will be visited by an interviewer twice each week.  All children who were prescribed an antibiotic for ALRI during the past five days will be visited five days after they presented to the CHW/depot holder or village doctor in their home.  It is difficult to directly observe the care provided by DH as they are consulted irregularly, and may go for a few days without any visits from parents of sick children.  Quality of care will therefore be measured through this survey.  The caretakers of children prescribed an antibiotic will be interviewed using a structured questionnaire which measures the following variables and constructs:

· Whether the child was brought to see the DH and examined when the parent/caretaker sought care from the DH;

· Perceived type and severity of illness;

· What questions did the DH ask the parent/caretaker about the child’s condition;

· What examination of the child was carried out by the DH;

· What did the DH say the diagnosis was, and what medications were prescribed;

· What counseling on drug administration was given by the DH;

· What messages about danger signs and/or under what conditions to seek further care were given by the DH;

· Did the DH refer the child, what was the reason for referral in the opinion of the parent, what steps were taken by the DH to ensure compliance with referral by the parents;

· What drugs were given to the child, for how long and in what amounts from all sources: DH, GoB and NSDP health facilities, shops and markets, private providers;

· Manual count of remaining pills or measurement of remaining syrup; and

· Factors associated with compliance such as level of education.

This survey will be conducted early in the study (Month 2 or 3) and results shared with NSDP personnel, then repeated later in the study to see if modifications made in the method of implementation have resulted in improved DH performance or higher levels of desired behaviors in the home.

If some of the children followed up in the home are found to have died, death audits using a standard verbal autopsy instrument will be performed.  The main purpose will be to identify deficiencies in service delivery that might have contributed to the death of the child, so these can be rectified by the program.

Conduct of the survey.  Each M2 survey will involve 18 interviewers.  The survey will last 4 weeks.  Each week, each interviewer will work in the zone of a different Service Promoter, and conduct 2 interviews per day (plus 1 DH interview – see M3) or 10 per Service Promoter.  The estimate of 2 interviews per day is based on 1) the length of the interview, 2) the time required to locate the children treated by the DH, 3) the fact that some DH will be treating few or no children, and 4) part of the day will be spent on conducting one M3 interview with a DH.  Since there are 12 to 15 DH per SP on average, 0-3 children will be followed per DH.  The survey will therefore cover the zones of 18 x 4 = 72 Service Promoters and have a sample size of 72 x 10 = 720 children treated for ALRI with an antibiotic.  In each of the 12 intervention arms (6 C-IMCI and 6 C-IMCI/AE), 60 interviews will be conducted.

There is likely to be a reduction in variance within the zone of any given Service Promoter, as the DH within that zone will receive similar quality of training and supervision.  Some SP are likely to be considerably higher quality work and supervision in the community, while others may be less motivated.  If an intra-cluster correlation of 0.1 is assumed (ρ=0.1), and 10 cases per Service Promoter cluster (m=10), then using the following formula for the comparison of proportions where there is significant clustering (Donner & Klar, 2000): 
n = 
(Zα/2 + Zβ)2 {P1(1 – P1) + P2(1 - P2)} { 1 + (m – 1)ρ} 




(P1 – P2)2
Zα/2 =1.96, Zβ=0.84

P1= Proportion of parents correctly administering a full course of antibiotic to their child with ALRI in C-IMCI intervention arm

P2= Proportion of parents correctly administering a full course of antibiotic to their child with ALRI in C-IMCI/AE intervention arm

m = Number of cases followed per Service Promoter = 10

ρ = Intra-cluster correlation coefficient at level of the Service Promoter = 0.10

	Proportion of parents correctly administering a full course of antibiotic to their child with ALRI
	N per arm
	k = Number of clusters (Service Promoters) required in each group = n/m

	P1 = C-IMCI intervention arm
	P2 = C-IMCI/AE intervention arm
	
	

	.3
	.4
	670
	67

	.3
	.45
	303
	30

	.3
	.5
	171
	17


The scenario described above with 18 interviewers working for 4 weeks yields a sample size of 606 (303 x 2 arms) with coverage of the zones of 72 SP.  This will be adequate for detecting a difference in the proportion of parents correctly administering a full course of antibiotic to their child with ALRI of 30 versus 45% or greater.  This level is acceptable, because of difference of only 10% is not programmatically significant.

M3: Survey of Depot Holders at Months 3 and 9

This survey will be conducted at the same time as the M2 survey, which together will provide an adequacy assessment for the intervention.  This survey will measure knowledge and practices related to C-IMCI, case management of ALRI, referral of sick children and counseling.  Like the M2 survey, it will be administered twice during the study.  Due to the problem of DH learning from the survey, it will be administered to a different set of DH in each survey.   Additional information will be collected on the providers, including training, experience, incentives and disincentives and socio-demographic information.  

There is expected to be a reduction in variance for the responses of the DH supervised by the same Service Promoter, so the formula for sample size used above for the M2 survey again applies.

Zα/2 =1.96, Zβ=0.84

P1= Proportion of DH having a score of 8/10 or higher in questions testing knowledge of ALRI case management in C-IMCI intervention arm

P2= Proportion of DH having a score of 8/10 or higher in questions testing knowledge of ALRI case management in C-IMCI/AE intervention arm

m = Number of DH interviewed per Service Promoter = 5

ρ = Intra-cluster correlation coefficient at level of the Service Promoter = 0.10

	Proportion of DH having a score of 8/10 or higher in questions testing knowledge of ALRI case management in C-IMCI intervention arm
	N
	k = Number of clusters (Service Promoters) required in each group = n/m

	P1 = C-IMCI intervention arm
	P2 = C-IMCI/AE intervention arm
	
	

	.5
	.8
	50
	10

	.6
	.8
	110
	22

	.7
	.8
	406
	81


The scenario described above with 18 interviewers working for 3 weeks yields a sample size of 270 with coverage of the zones of 54 SP.  This will be adequate for detecting programmatically significant difference in knowledge of the DH.

M4: Evaluation of referral system 

The health management information system will be an important method of data collection in this study.  Examination of records kept by DH in the two intervention arms, and registers from GoB and NSDP health facilities will be used to determine indicators such as:

· Number of sick children referred

· Number of sick children referred per DH per month

· Number of children with ARI referred

· Proportion of cases referred who reach a GoB or NSDP health facility

· Proportion of cases reaching GoB or NSDP health facility for which information was sent back to the DH making the referral

Qualitative semi-structured interviews will be conducted with 20 parents whose children were referred, but did not take the child to a health facility, and 20 other parent who did comply with referral to understand the reasons for compliance and non-compliance with referral, and propose ways to improve the functioning of the referral system.

M5: Direct observation of DH in a health facility

A sample of DH from each study arm will be brought to a UHC.  They will be compared to a physician gold standard and national IMCI guidelines with respect to 1) their elicitation of clinical signs in the sick child, 2) the type and dose of medication selected for treating the child, and 3) their assessment as to whether the child would require referral to a health facility, had the child presented to the DH in the community.

M6: Death audits

A modified verbal autopsy instrument will be developed and administered to parents of all children found to have passed away after treatment by a DH through the M2 survey.  The purpose will be to better understand operational factors that contribute to the death of these children.

Summary of sample size estimates

	Measure or comparison and data collection method
	Estimate for first group
	Estimate for second group
	Sample size estimate

	Proportion of under-five children with ARI by BDHS definition who sought care from a Depot Holder, GoB health facility or NSDP health facility, in final population-based survey (M1)
	Comparison (NSDP non C-IMCI) arm = .20
	C-IMCI or C-IMCI/AE arm = .35
	2014 per arm, plus equal number comparison

4 x 2,014 =

8,056

	Proportion of children prescribed an antibiotic for ALRI by DH who receive a complete course of treatment (M2)
	C-IMCI arm = 0.3
	C-IMCI/AE arm = 0.45
	606

With 10 per cluster and 60 clusters

	Proportion of DH having a score of 8/10 or higher in questions testing knowledge of ALRI case management (M3)
	C-IMCI arm = 0.6
	C-IMCI/AE arm = 0.8
	220

With 5 per cluster and 44 clusters


Data quality

The study coordinator has overall responsibility for ensuring the quality of work done by the interviewers. All questionnaires and data forms are reviewed for accuracy, consistency and completeness. To ensure data quality, the study coordinator and investigators make periodic field visits to observe data collection by the interviewers.  All data will be entered in databases using on-line custom-designed data entry programs. Necessary range and consistency checks are built in. Data is periodically checked by running and reviewing frequency distributions and cross-tabulations.

Timetable

	Activity
	Dates

	Submission of proposal to Ethical Review Committee of ICDDR,B and JHU Committee on Human Research
	November 2004

	Recruitment of field staff

Finalize questionnaires and sampling 

Intervention planning meeting
	December 2004

	Development of curriculum for training and additional supervision on ARI case management in the C-IMCI/AE intervention arm
	November-December 2004

	Ethical approval obtained from ERC and CHR

Pre-testing of referral slips, monitoring checklists, preparation for training of DH in C-IMCI/AE intervention arm
	January 2005

	Start of C-IMCI/AE intervention (Month 1)

Additional training for DH in the C-IMCI/AE intervention arm on ARI case management
	February 2005

	M5: Direct observation of DH in a health facility
	March 2005

	M2/M3: First adequacy assessment of DH intervention: Preparation
	April 2005

	M2/M3: First adequacy assessment of DH intervention
	May 2005

	Analysis and report-writing on first adequacy assessment (M2/M3), functioning of the referral system (M4) and death audits (M6)
	May-June 2005

	2-Day Workshop to feedback results of M2-M6 data collection and discuss how intervention should be modified
	July 2005

	Modifications to training and supervision procedures and materials
	August 2005

	Implementation of modifications to the intervention
	September 2005

	M2/M3: Second adequacy assessment of DH intervention
	October 2005

	Analysis and report-writing on first adequacy assessment (M2/M3), functioning of the referral system (M4) and death audits (M6)
	October-November 2005

	1-Day Meeting to feedback results of M2-M6 data collection
	November 2005

	Preparation for final household survey
	November-December 2005

	Final household survey
	January-February 2006

	Cleaning of data, validity checks, initial analysis
	March 2006

	Data analysis and report writing
	April-June 2006


Data Analysis


Describe plans for data analysis. Indicate whether data will be analyzed by the investigators themselves or by other professionals. Specify what statistical software packages will be used and if the study is blinded,  when the code will be opened. For clinical trials, indicate if interim data analysis will be required to monitor further progress of the study. (TYPE WITHIN THE PROVIDED SPACE).


Data will be analyzed by the investigators.  Statistical packages used will be SPSS and STATA.  The study is not blinded.  

Scale development:  Data analysis for the various will require development of several different measurement scales such as Scale of knowledge of ALRI case management, Scale of quality based on reported performance of DH by parents of sick children, and Scale of quality based on direct observation.  In most cases the items contained in the scales will be dichotomous variables, and the scale developed will be an additive index.  The reliability of each scale will be assessed by calculation of Cronbach’s alpha.  In some cases factor analysis may be performed to select variables be to included in the final scale.

Baseline household survey: Preliminary analysis of the data from the baseline survey will occur immediately after data entry and cleaning is completed.  As described earlier, the objectives of the baseline survey are: 1) To estimate levels of outcome variables and intra-cluster correlations to permit precise estimation of the sample size necessary for the final survey, and 2) To identify and match upazilas to form 6 pairs, one of each subsequently to be assigned to each intervention arm.  Upazila-level estimates of each of the outcome variables listed in the hypotheses will be produced, and 12 upazilas will be selected and formed into 6 pairs having levels of the outcome variables that are not significantly different.

Final household survey: The main objective of the final survey is to test the hypotheses listed in Section IV.3 above.  Taking careseeking as an example, after exploratory univariate analysis, bivariate analysis will examine whether there is an association between the dependent variable, careseeking from a Depot Holder or health facility for a case of ARI (several definitions will be assessed) and the main independent variable, intervention arm.  Multiple logistic regression, with correction for clustering, will then examine the association while controlling for potential confounders and effect modifiers variables such as gender of the child, economic status of the household, and level of education of the mother.

Follow-up in the home:  The main objective of the home follow-up is to examine whether the level of compliance with a full course of antibiotic treatment is adequate in either intervention arm.  Several definitions of compliance will be used, viz 1) exact compliance (correct dose and correct number of days of treatment), and 2) correct number of days of treatment.  Definitions of compliance will be applied both using an algorithm, and also by looking at the overall questionnaire and rating the level of compliance, while also coding extenuating circumstances such as 1) child was started on one medication then switched to another by health care provider, 2) medication prescribed was not available/out of stock, and 3) due to vomiting child was unable to take the medication.

Ethical Assurance for Protection of Human Rights


Describe in the space provided the justifications for conducting this research in human subjects. If the study needs observations on sick individuals, provide sufficient reasons for using them. Indicate how subject’s rights are protected and if there is any benefit or risk to each subject of the study.

There are no significant risks associated with participation in this study.  Treatment of sick children will be provided by health care providers in existing programs, not by study personnel.  The role of study personnel will be to evaluate variables such as quality of care and compliance as external observers.  Verbal informed consent will be obtained for the baseline and final household surveys and the follow-up in the home.  Written informed consent will be obtained for observation of depot holders.    The methods utilized in data collection will be subject to the review and approval of the appropriate ethical review boards of the ICDDR,B and The Johns Hopkins University (JHU) . 

Collaborative Arrangements


Describe briefly if this study involves any scientific, administrative, fiscal, or programmatic arrangements with other national or international organizations or individuals. Indicate the nature and extent of collaboration and include a letter of agreement between the applicant or his/her organization and the collaborating organization. (DO NOT EXCEED ONE PAGE)


Government of Bangladesh (GoB)

The GoB is supportive of and promotes efforts to improve management of sick children at the community level.  Collaboration with the GoB on the current proposal will build on the intensive and mutually-beneficial collaboration that has developed between GoB, ICDDR,B and JHU through the implementation of the Multi-Country Evaluation of IMCI at the site in Matlab Thana, Bangladesh and two neonatal intervention studies in Sylhet and Mirzapur areas of Bangladesh.  Through these studies, GoB and ICDDR,B have participated in various national committees on IMCI and neonatal health.

GoB previously allowed use of antibiotics to treat ALRI in the BRAC-GoB collaborative community-based ALRI program that covered 10 sub-districts (population 2.4 million) in northern and central regions of Bangladesh in the late 1990s, and has allowed the use of antibiotics to treat ARI in the community on a trial basis by NSDP depot holders in 3 sub-districts of Bangladesh.  GoB field workers are trained to treat pneumonia in the community with cotrimoxazole, though the coverage remains low.  GoB has permitted the use of injectable antibiotics to treat neonatal sepsis in the community in a current neonatal care intervention trial in Sylhet District.  

In the proposed research, we expect GoB to have a regulatory and technical oversight role.  This will ensure that the project has all the legal protections, is designed and implemented appropriately, and their rapid adoption of study findings.  At the level of the study site, GoB will provide essential clinical and referral services.  GoB facilities are likely to be used as training facilities.

WHO/SEARO

The World Health Organization (WHO) is the primary global technical agency on health and has extensive experience and expertise in the management of ARI.   Much of the technical guidelines currently in use for ARI management in low and middle-income countries have been produced by WHO.  WHO is expected to provide technical guidance to the design of the study and through its South-Asian Regional Office (SEARO) provide an effective mechanism for dissemination of study findings.

Pathfinder and other NSDP NGOs

NSDP, a partnership of the Pathfinder Fund and other partners, is supported by USAID/Bangladesh through a Cooperative Agreement.  NSDP aims to increase the accessibility and utilization of high-quality, high-impact and affordable family health services by families in Bangladesh.  NSDP works through 41 NGOs and other partners working together to establish services in 61 districts, 85 municipalities, 6 city corporations and 139 upazilas throughout Bangladesh.  It offers the Essential Services Package to approximately 20 million people, including 3.4 million families, 4 million couples, and over 2.8 million children.

NSDP has recently started a pilot project on community based pneumonia case management services in three Upazilas (Sub-Districts) in three different Districts: Delduar in Zila (District) Tangail, Dewangonj in Zila Jamalpur and Sreepur in Zila Gazipur. Two different NGOs are involved.  NSDP depot holders (DH) are the primary providers of services.  The DH is a member of the community and has been trained by NSDP with assistance from GOB on the following interventions: 

· Community based education to mothers and care takers,

· Identification and classification of pneumonia cases

· Treatment and referral of pneumonia cases.

Applying the Treatment Model of the pneumonia Strengthening Program of Nepal, the depot holders have been trained to classify pneumonia based on respiratory rates and using a pneumonia timer/wrist watch; if the child has pneumonia, they treat the case with the first line of drug, cotrimoxazole.  Severe cases are referred.

NSDP and selected sub-contracting NGOs will be responsible for the implementation of the intervention, as proposed in this document.  The lessons from the current pilot are expected to significantly influence the development of the intervention.

USAID/Dhaka

USAID/Dhaka supports NSDP as well as a major operations research effort of ICDDR,B.  Child survival, and more specifically community-based management of pneumonia, is a top priority of this office.  The Dhaka Mission of USAID is expected to be an active technical partner in the proposed project.  Charles Llewelyn, Team Leader of Population, Health and Nutrition at USAID/Dhaka was previously posted at USAID/Kathmandu, and was actively involved with the achievements of the community-based ARI programs in Nepal and can provide appropriate guidance to the project..  
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                                                                    APPENDIX 2
Detailed Budget for New Proposal

APPENDIX 3

FOLLOW-UP IN THE HOME OF CHILDREN TREATED BY A DEPOT HOLDER 5 DAYS AFTER THE VISIT TO THE DH

Part 1
  Information on the child to be filled out prior to the household interview

401. Child’s ID Number = Upazila/Facility/Child (Ask supervisor):
___ / ___ ___ / ___ ___

402. Interviewer:

________________________
Interviewer number: ___ ___

403. Child’s name: 

__________________________________________________

404. Name of head of family: 
__________________________________________________

405. Name of child’s caretaker: __________________________________________________

406. Upazila: 

________________________ 

407. Union: 


________________________ 

408. Village: 


________________________

409. Date of visit to depot holder:  ___ ___ / ___ ___ / ___ ___
Day of week: ____________________

410. Date of this interview:  
       ___ ___ / ___ ___ / ___ ___
Day of week: ____________________

411. Type of antibiotic given by depot holder:


____________________________

412. Number of antibiotic tablets given at depot holder:

_______

Part 2
  Informed consent

Selection of the person to be interviewed.  Ask all questions to the primary caretaker of the child.   The primary caretaker is the person who usually looks after the child in the home.  Every effort should be made to interview the person who gives the child his/her medication, even if that person is not the child’s parent.  Tell the caretaker of the child that you have come to see how the child is doing since the facility visit.  Find a place inside or outside the house where you can be alone with the caretaker without interruptions from others.  Explain to the caretaker that all her responses will be confidential and that it is important that she answer them as honestly as she can.  Read the informed consent form to the person to be interviewed.

413. Did the caretaker give his/her consent to be interviewed?
[    ] Yes => Go to 414









[    ] No => Stop the interview

Part 3   The Child’s Illness

414. Is your child still sick?




[    ] Yes => Go to 415








[    ] No => Go to 418

415. If your child is still sick, what symptoms do they have?

__1. Not eating/drinking

__2. Lethargic

__3. Not playing


__4. Fever

__5. Diarrhea


__6. Difficulty breathing/fast breathing

__7. Rash


__8. Sore throat/runny nose

__9. Cough


__Other (specify)______________________
416. If your child is still sick, what drugs are you giving the child?
__1. None



__2. Medicine given by the depot holder 

__3. Medicine purchased elsewhere

417. If your child is still sick, what do you plan to do now?
__1. Return to the depot holder

__2. Go to a health facility

__3. Take child to a traditional healer
__4. Visit a private clinic

__5. Take child to drug shop

__6. Nothing

__7. Seek advice from a friend/family member

__Other (specify)______________________________________ (Write the response)

418. Is your child better now?




[    ] 1. Yes => Go to 419









[    ] 2. No => Go to 421

419. After your visit to the depot holder on _________day of the week (write the day of the week that the clinic was visited), what day did your child get better?
(TICK ONE DAY ONLY)
__ 1. Sunday
__ 2. Monday


__ 3. Tuesday

__ 4. Wednesday

__ 5. Thursday
__ 6. Friday


__ 7. Saturday

420. Verify with the mother - so your child got better ___ days (write in the number of days between the day of the depot holder visit and the day the child got better) after the visit to the depot holder?  Is this right?

[    ] 1.Yes, this is correct
[    ] 2.No, this is not correct
[    ] 9. Not asked

421. Did you have any trouble giving your child the tablets?

[    ] 1. Yes => Go to 422

[    ] 2. No => Go to 424

422. What problems did you have giving the tablets?
__1. Child have difficulty in taking the tablets 

__2. Child took it at first, but started refusing on ____________(day of the week)

__3. Child took it, but would regurgitate it/vomit it out



__4. Child was too sick to take the tablet

__ Other: ______________________________________________ (Specify)

423. What did you do in response to these problems giving the tablet?

__1. Nothing



__2. I stopped giving the tablet

__3. I kept trying, but sometimes couldn’t get it down

__4. I got someone to help me give the tablets

__5. I went back to the depot holder
__6. I went to the traditional healer to get a different tablet

__7. I went to the shop to buy better tablets

__8. I switched to giving the child injections

PART 4:   Doses of drugs given at home for the child’s current illness

Ask the mother if you can see the remaining medications from the visit to the depot holder 

424. What type of cotrimoxazole tablets were prescribed?
[    ] 1. Adult
[    ] 2. Child









[    ] 9. Not applicable

425. Record the number of cotrimoxazole tablets remaining in the packet. 
___ ___ tablets








[    ] 99. Not applicable

Questions 427 to 435: 

· For each medication given at the depot holder, show the example card with the tablets stuck to it.  Show the caretaker the tablet when you ask questions about it.

· For each day since the visit to the depot holder ask -

· HOW MANY TIMES did you give it to the child THAT DAY?

· HOW MUCH medicine did you give the child EACH TIME?

· If the caretaker’s answer is—

· “As needed,” write AN in the appropriate cell.

· “I don’t know,” write DK in the appropriate cell.

· “I didn’t give any” write ‘0’ in the appropriate cell

· DO NOT PROMPT, ASK SIMPLE PROBING QUESTIONS IF NECESSARY

· ALLOW PLENTY OF TIME FOR CARETAKERS TO RESPOND

426. ON THE DAY OF THE DEPOT HOLDER VISIT: _ _ _ _ _ _ _ _ _ _ (Write the day of the visit here) how many tablets were given to your child at the depot holder?

	Tablet
	A. How many tablets were given?
	B. Any problem giving the drug?
	C. Comments

	Cotrimoxazole tablets

[    ] Adult

[    ] Paediatric/child
	
	
	

	Other antibiotic :


	
	
	


427. ON THE DAY OF THE DEPOT HOLDER VISIT: _ _ _ _ _ _ _ _ _ _ (Write the day of the visit here) how many times did you give the tablets and how much did you give each time when you got home?
	Tablet
	A. How many tablets were given each time?
	B. How many times were tablets given at home?
	C. Any problem giving the drug?
	D. Comments

	Cotrimoxazole tablets

[    ] Adult

[    ] Paediatric/child
	
	
	
	

	Other antibiotic :


	
	
	
	


428. DAY 1: ON THE FIRST DAY AFTER THE DEPOT HOLDER VISIT: _ _ _ _ _ _ _ _ _ _  (Write the day of the visit here) how many times in that day did you give the tablets and how much did you give each time?

	Tablet
	A. How many tablets were given each time?
	B. How many times were tablets given this day?
	C. Any problem giving the drug?
	D. Comments

	Cotrimoxazole tablets

[    ] Adult

[    ] Paediatric/child
	
	
	
	

	Other antibiotic:


	
	
	
	


429. DAY 2: ON THE SECOND DAY AFTER THE DEPOT HOLDER VISIT: _ _ _ _ _ _ _ _ (Write the day of the visit here) how many times in that day did you give the tablets and how much did you give each time?

	Tablet
	A. How many tablets were given each time?
	B. How many times were tablets given this day?
	C. Any problem giving the drug?
	D. Comments

	Cotrimoxazole tablets

[    ] Adult

[    ] Paediatric/child
	
	
	
	

	Other antibiotic :


	
	
	
	


430. DAY 3: ON THE THIRD DAY AFTER THE DEPOT HOLDER VISIT: _ _ _ _ _ _ _ _ _ _ (Write the day of the visit here) how many times in that day did you give the tablets and how much did you give each time?

	Tablet
	A. How many tablets were given each time?
	B. How many times were tablets given this day?
	C. Any problem giving the drug?
	D. Comments

	Cotrimoxazole tablets

[    ] Adult

[    ] Paediatric/child
	
	
	
	

	Other antibiotic :


	
	
	
	


431. DAY 4: ON THE FOURTH DAY AFTER THE DEPOT HOLDER VISIT: _ _ _ _ _ _ _ _ _(Write the day of the visit here) how many times in that day did you give the tablets and how much did you give each time?

	Tablet
	A. How many tablets were given each time?
	B. How many times were tablets given this day?
	C. Any problem giving the drug?
	D. Comments

	Cotrimoxazole tablets

[    ] Adult

[    ] Paediatric/child
	
	
	
	

	Other antibiotic :


	
	
	
	


432. DAY 5: ON THE FIFTH DAY AFTER THE DEPOT HOLDER VISIT: _ _ _ _ _ _ _ _ _ _ (Write the day of the visit here) how many times in that day did you give the tablets and how much did you give each time?

	Tablet
	A. How many tablets were given each time?
	B. How many times were tablets given this day?
	C. Any problem giving the drug?
	D. Comments

	Cotrimoxazole tablets

[    ] Adult

[    ] Paediatric/child
	
	
	
	

	Other antibiotic
	
	
	
	


433. DAY 6: ON THE SIXTH DAY AFTER THE DEPOT HOLDER VISIT: _ _ _ _ _ _ _ _ _ _ (Write the day of the visit here) how many times in that day did you give the tablets and how much did you give each time?

	Tablet
	A. How many tablets were given each time?
	B. How many times were tablets given this day?
	C. Any problem giving the drug?
	D. Comments

	Cotrimoxazole tablets

[    ] Adult

[    ] Paediatric/child
	
	
	
	

	Other antibiotic :


	
	
	
	


434. DAY 7: ON THE SEVENTH DAY AFTER THE DEPOT HOLDER VISIT: _ _ _ _ _ _ _ _ (Write the day of the visit here) how many times in that day did you give the tablets and how much did you give each time?

	Tablet
	A. How many tablets were given each time?
	B. How many times were tablets given this day?
	C. Any problem giving the drug?
	D. Comments

	Cotrimoxazole tablets

[    ] Adult

[    ] Paediatric/child
	
	
	
	

	Other antibiotic :


	
	
	
	


PART 5: 
Drug practices at home for the child’s current illness

Ask questions to the primary caretaker of the child.  The questions relate to the most recent episode of illness for the child that caused them to seek care from the heatlh facility.

435. Were you told what was wrong with your child at the depot holder?
[      ] 1. Yes => Go to 437









[      ] 2. No => Go to 438

436.      What were you told was wrong with your child at the depot holder?

[  ] 1. Fever/Malaria
[  ] 2. Diarrhea  

[  ] 3. Pneumonia   

[  ] 4. Dysentery

[  ] 5. Worms

[  ] 6. Ear infection

[  ] 7. Measles

__Other____________________________(Write the response)

437. Do you think that the medicine (name of drug________) given at the depot holder helped your child (_____Name) get better?




[   ] 1. Yes => Go to 440

[   ] 2. No => Go to 439

438. Why did the medicines given at the depot holder not help your child?  (Tick all that apply)  DO NOT PROMPT

[   ] 1. Medicine not strong enough 

[   ] 2. Child not diagnosed correctly

[   ] 3. Child too sick


[   ] 4. Medicine caused side effects

[   ] 5. Child vomited the medicine

[   ] 6. Got a better medicine from somewhere else

[   ] Other________________________________________________________ (Write the response)

439. Did you take all of the medicines given to you by the depot holder?
[   ] 1. Yes => Go to 441










[   ] 2. No => Go to 442

440. If YES, why did you finish all the medicine given to you at the depot holder? (Tick all that apply) DO NOT PROMPT

[   ] 1. Was told to complete course by the depot holder


[   ] 2. Had to complete course for the child to get better


[   ] 3. Child continued to be sick


[   ] 4. Child was getting better

__Other_____________________________________________________(Write the response)
441. If NO, why did you stop taking the medicine?  (Tick all that apply)  DO NOT PROMPT

[   ] 1. Child got better



[   ] 2. Child got sicker

[   ] 3. Child got side effects


[   ] 4. Child vomited the medicine

[   ] 5. To give the tablets to another sick child
[   ] 6. To save the tablets to use later

[   ] 7. Too expensive to take them all

[   ] 8. Advised to stop by another provider (traditional healer, drug seller, private provider)

[   ] 9. Advised to stop by a family member, friend or neighbor

[   ] 10. Advised to by husband

[   ] Other 19=forgot, 8=still giving drug, 8=never stopped until dose was completed/dose was completed

443.       Do you think that the medicine given to you at the depot holder caused side-effects in your child?
[   ]  1. Yes => Go to 444

[   ]  2. No => Go to 445

444.        If YES, what side-effects did you notice?  DO NOT PROMPT

[   ] 1. Rash



[   ] 2. Generally unwell


[   ] 3. Nausea and vomiting

[   ] 4. Not sleeping/not feeling sleepy


[   ] 5. Not eating or drinking

[   ] Other 6=itching__________________________________________(Write the response)

445.  
Did you understand how to give the medicine to your child when you got home after the visit to the depot holder?






[   ] 1. Yes => Go to 447

[   ] 2. No => Go to 446

446.        If NO, why did you not understand how to give the medicine? (Tick all that apply)  DO NOT PROMPT
[   ] 1. Depot holder did not explain clearly enough how to give it

[   ] 2. Instructions not written down

[   ] 3. Forgot the instructions given to me

[   ] 4. Instructions too complicated

[   ] Other ______________________________________________________ (Write the response)

447.       Do you think that the depot holder explained clearly how to give the medicine?
[   ] 1. Yes => Go to 449

         








[   ] 2. No => Go to 448

448.       If NO, what would help make the instructions clearer?  DO NOT PROMPT
[   ] 1. More explanation

[   ] 2. Written instructions

[   ] 3. More time to understand

[   ] 4. Better labeling on the packet

[   ] Other 2=Dispenser did not speak Runyoro

449. For this episode of the child’s (_______Name) illness, did you purchase other drugs apart from those drugs that you got from the depot holder?



[   ] 1. Yes => Go to 450

[   ] 2. No => Go to 455

450. Where did you get these other drugs? (Tick all that apply)
[   ] 1. Inside the home


[   ] 2. Friends/neighbours

[   ] 3. Drug seller



[   ] 4. Drug shop


[   ] 5. Private clinic


[   ] 6. Traditional healer

[   ] 7. Another government facility 

_______________________________ ( Write name)
[   ] 8. NSDP/NGO facility 

_______________________________ ( Write name)

[   ] 9.  Other _6=herbs, 3=depot holder____________________________________ ( Write the response)

451.  Why did you purchase other drugs for this episode of illness?
[   ] 1. Drugs from the depot holder were not working

[   ] 2. Drugs from the facility caused side effects

[   ] 3. Child not getting better

[   ] 4. Child getting worse

[   ] 5. Drugs from other sources are stronger/better

[   ] 6. Advised to by another provider (traditional healer, drug seller, private provider)

[   ] 7. Advised to by a family member, friend or neighbour

[   ] 8. Advised to by husband or wife

[   ] Other reason (Write what the caretakers says):3=drug not in stock, 2=wanted injection, 2=child not better

452.  Who went to purchase the other drugs?
[   ] 1. Respondent

[   ] 2. Husband or wife of respondent

[   ] 3. Friend


[   ] 4. Relative

[   ] 5. Other  1=mother, 2=grandmother

453. How many other drugs did you purchase?

________ 1. Types of tablet


________ 2. Types of syrup 


________ 3. Types of injection 

454. Can I see the other drugs you purchased for this episode of the child’s illness?
If they are available, record the names and formulations of those drugs that you can see.  Use the sample drugs to help identify the type of drugs 

	Name of drug and formulation
	Form of drug (syrup/tablet/injection)
	Cost of drug

	
	
	

	
	
	

	
	
	

	
	
	


455. Do you have any needles in your home for giving people injections?  [   ] 1. Yes => Go to 456









[    ] 2. No => go to 457

456.  Can you show me all the needles for giving people injections that you have in the house?
· For each needle ask:

· When was it last used: record the number of months since last use as a number

· Who was it used for: record the relationship of the person to the caretaker

· What treatment was given: record the name or class of the drug if known

· How was the needle cleaned: record the method, or write ‘not cleaned’ if there was no cleaning

	
	A. When last used?

(# months or days)
	B. Used on whom?


	C. What treatment was given?

(name of drug)
	D. How was it cleaned?

	Needle 1


	
	
	
	

	Needle 2


	
	
	
	

	Needle 3


	
	
	
	

	Needle 4


	
	
	
	


457.  Did you give an injection to the child for this episode of illness?

[   ] 1. Yes => Go to 458










[   ] 2. No => Go to 464

458. Did you purchase the medicine, needle or syringe for the child?

[   ] 1. Yes =>Go to 459










[   ] 2. No => Go to 460

459. Please tell me what you purchased to give the injection.  PROMPT FOR EACH
[   ] 1. Only the drug for the injection

[   ] 2. The drug and the needle for injection

[   ] 3. The drug, needle and syringe for injection

460. Who gave the injection to the child?
[   ] 1. Primary caretaker/respondent

[   ] 2. Pharmacist/Drug seller


[   ] 3. Relative

[   ] 4. Friend 


[   ] 5.  Village doctor

461. Was the injection given to the child at home?
[   ] 1. Yes
[   ] 2. No => Go to 464

462.  For how many days was the injection given?   ___ ___
463. May I see the needle and syringe used to give the injections to the child?  Ask the respondent to get the needle and syringe.  Observe it directly and record the type used.  
[   ] 1. Same disposable needle and syringe reused each time

[   ] 2. Separate disposable needle and syringe used for each injection

[   ] 3. Same syringe but a new needle used each time

[   ] 4. Same needle but a different syringe used each time

PART 6: Questions for the caretaker on factors affecting compliance

Ask all questions to the primary caretaker of the child.  Ask the questions carefully.  Be sure to not ask abruptly about delicate topics.  It is very important to establish good rapport.

464.  What is the highest level of school you attended: primary, secondary or higher?

[   ] 1. None

[   ] 2. Primary




[   ] 3. Secondary

[   ] 4. Tertiary ( Institution, College,University)  9=74

465.  What is the highest (grade/form/school) you completed at that level?  ____Grade
466.  Can you read and understand a letter or newspaper easily, with difficulty or not at all? PROMPT
[   ] 1. Easily

[   ] 2. With difficulty
[   ] 3. Not at all
467. How well do you understand English? PROMPT
[   ] 1. Not at all



[   ] 2. A little

[   ] 3. A lot



[   ] 4. Fluent

APPENDIX 4

Final household survey 

Effectiveness of the Community-IMCI and the Community-IMCI with ARI Emphasis intervention models in increasing rates of correct ARI treatment and appropriate referral in NSDP program areas in rural Bangladesh

Interviews will take place with caregivers that report having a sick child in the last 2 weeks.  

Section 1: Consent procedures

Selection of the person to be interviewed.  Ask all questions to the primary caretaker of the child.   The primary caretaker is the person who usually looks after the child in the home.  Every effort should be made to interview the person who gives the child his/her medication, even if that person is not the child’s parent.  Tell the caretaker of the child that you have come to see how the child is doing since the facility visit.  Find a place inside or outside the house where you can be alone with the caretaker without interruptions from others.  Explain to the caretaker that all her responses will be confidential and that it is important that she answer them as honestly as she can.  Read the informed consent form to the person to be interviewed.

101. Did the caretaker give his/her consent to be interviewed?










[    ] Yes => Go to Section 2









[    ] No => Stop the interview
Section 2:  Personal identification, age, and identification of upazila, union, village and household 

201. Child’s ID Number =:
___ / ___ ___ / ___ ___

202. Interviewer:

________________________
Interviewer number: ___ ___

203. Child’s name: 

__________________________________________________

204. Name of head of family: 
__________________________________________________

205. Name of child’s caretaker: __________________________________________________

206. Upazila: 

________________________ 

207. Union: 


________________________ 

208. Village: 


________________________

209. Date of this interview:  
       ___ ___ / ___ ___ / ___ ___


Section 3:  Exposure to health programs and knowledge of childhood diseases

301. Have you participated in a meeting about health in the last year?  Y/N

302. What topics were covered in this meeting? (open-ended question -  check all mentioned by the caretaker)
i. Nutrition

ii. Breastfeeding

iii. Prevention of diarrhea

iv. Preparation of SSS/ORS

v. Family planning

vi. Treatment of pneumonia

vii. Other specified ___________________________

303. Is there a depot holder who works in this village? Y/N

304. Is there a shastho shebika who works in village? Y/N

305. Is there anyone else living in this village who talks to you about health and works with health programs?  Y/N

306. Who? __________________________

307. What products are sold by the depot holder? (open-ended question -  check all mentioned by the caretaker)
a. birth control pill/ pill 

b. ORS

c. paracetamol

d. condoms 

e. antibiotics/treatment for pneumonia 

88.      don’t now

99.   Other, specify:____________

308. What products are sold by the depot holder to treat children with diarrhea? (open-ended question -  check all mentioned by the caretaker)

1. ORS

2. Paracetamol

3. Unknown syrup or pill

4. Zinc

5. Antibiotic

6. the depot holder does not sell medication for diarrhea

7. don’t now

8. Other specified _________

309. What products are sold by the depot holder to treat children with pneumonia? (open-ended question -  check all mentioned by the caretaker)

a. ORS

b. Paracetamol

c. Unknown syrup or pill

d. Zinc

e. Antibiotic

f. the depot holder does not sell medication for pneumonia 

g. don’t now

h. Other specified _________

310. Have you ever visited the depot holder to treat a sick child? Y/N

311. What did you buy at the depot holder? (open-ended question -  check any mentioned by the caretaker)
1.
ORS

2.
Paracetamol

3.
Zinc

4.
Antibiotic

7.
Don’t now

99.
Other, specify: _________

312. When a child has a throat or chest problem, what are the signs that cause you to take your child to the depot holder or health center to get an antibiotic? (open-ended, check all mentioned by the caretaker)

1. None

2. Cough 

3. Fever

4. Child refuses to eat

5.  Vomiting

6. Wheezing

7. Rapid breathing

8. Chest indrawing

9. Difficulty breathing

13. Don’t know

14. Other (please indicate)

313. Here is a card with four pictures.  Each picture shows a location where people can go to treat / care for their sick children. I am going to read a list of symptoms of illness.  For each symptom, I would like you to show me on the card where outside your home you would go first if your child had this symptom.  

	Symptom
	FWC or satellite clinic
	Depot holder
	Village doctor 
	Traditional healer

	Simple diarrhea
	
	
	
	

	Severe diarrhea
	
	
	
	

	Dysentery
	
	
	
	

	Blood in the stools
	
	
	
	

	Fever
	
	
	
	

	Headache
	
	
	
	

	Cough
	
	
	
	

	Rapid breathing
	
	
	
	

	Respiratory difficulty
	
	
	
	

	Loss of consciousness
	
	
	
	

	Sunken eyes
	
	
	
	

	Child does not eat
	
	
	
	

	Cough
	
	
	
	

	Convulsions
	
	
	
	

	Vomiting
	
	
	
	


Section 4. Management of sick child

401. For how many days is/was your child sick? 

402. Is your child still sick? 

403. What were/are the problems of the child? (open ended question – interviewer lists all the problems the caregiver mentions)

404. Now I am going to read some symptoms (signs) of sick children. Tell me if (name) had this symptom a lot, a little or not at all when he/she was sick.

	Symptom/sign
	Not at all
	A little
	A lot

	Simple diarrhea 
	
	
	

	More severe diarrhea 
	
	
	

	Dysentery 
	
	
	

	Blood in the stools
	
	
	

	Fever
	
	
	

	Headache
	
	
	

	Cough
	
	
	

	Rapid breathing
	
	
	

	Respiratory difficulty
	
	
	

	Loss of consciousness
	
	
	

	Sunken eyes
	
	
	

	Sunken fontanel 
	
	
	

	Child does not eat
	
	
	

	Convulsions
	
	
	

	Vomiting
	
	
	


405. Did you treat your child at home for their illness? Y/N

406. Did you seek treatment or care outside the home for the current illness? Y/N

407. If yes,

	
	Source of care or treatment
	For which sign/symptom ?

	First action
	
	

	Second action
	
	

	Third action
	
	

	Fourth action
	
	

	Fifth action
	
	


408. Did you give the child traditional medicines? 

409. Did you give the child modern medicine? 

410. If yes, which medications did you give the child?

	A. Name of medication
	B. For which sign or symptom ?
	C. Form

C=capsule/tablet

I=Injectable
S=Syrop
	D. Where did you buy it ?

	1.
	
	
	

	2.
	
	
	

	3.
	
	
	

	4.
	
	
	

	5.
	
	
	


411. Now I am going to show you a picture of some treatments that one can give sick children.  Have you given any of these to your child during the previous 2 weeks?  show photo of 12 medications - 

a. Cough syrup 

b. Paracetamol, 

c. Zinc

d. ORS, 

e. Tetracycline, 

f. Cotrimoxizole, 

g. amoxycilin, 

h. flagyl, 

i. penicillin, 

j. antidiarrheal, 

k. cough syrup, 

l. a general injection

412. Complete the following table if the child was given an oral antibiotic such cotrimoxazole, amoxicillin or ampicillin.

	
	1st antibiotic
	2nd antibiotic
	3rd antibiotic

	Name of oral antibiotic
	
	
	

	Number of tablets purchased
	
	
	

	Amount of syrup purchased
	
	
	

	What day was treatment started?
	
	
	

	What day was treatment ended?
	
	
	

	How many times per day was it given?
	
	
	

	How much was given each time?
	
	
	

	Total number of pills given
	
	
	

	Total amount of syrup given
	
	
	


Section 5: Characteristics of persons interviewed 

501. How many years of education have you completed?  

502. Are you married? 

503. How many wives does your husband have? 

504. What number wife are you?  

505. Have you attended literacy classes? 

506. Can you read and understand a message written in Bangla: 

a.  easily? 

b. With difficulty? 

c. Not at all?  

507. Can you speak English? 

508. How many radios are in your household? 

509. How many bicycles are in your household? 

510. How many motorcycles are in your household? 

511. What is the principle source of water for your household? 

512. Is there a latrine in your household?

513. What is the principal material of your household’s roof? 

514. What is the principal material of your household’s floor? 

  (FACE SHEET)
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International Centre for Diarrhoeal Disease Research, Bangladesh

Consent Forms


Before recruiting into the study, the study subject must be informed about the objectives, procedures, and potential benefits and risks involved in the study. Details of all procedures must be provided including their risks, utility, duration, frequencies, and severity. All questions of the subject must be answered to his/ her satisfaction, indicating that the participation is purely voluntary. For children, consents must be obtained from their parents or legal guardians. The subject must indicate his/ her acceptance of participation by signing or thumb printing on this form.


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:
Effectiveness of the Community-IMCI in increasing rates of correct ARI treatment and appropriate referral in NSDP program areas in rural Bangladesh

Principal Investigators: 
Peter Winch and Shams El Arifeen 

Consent form #1: Information sheet to obtain verbal consent from participants in the baseline and final household surveys

ICDDR, B #                                                                              CHR#:



M‡elbv Kg©Kv‡Ûi weeib t-

Avgiv GKwU M‡elbv cÖwZôvb AvBwmwWwWAvi,we †_‡K G‡mwQ| †QvU wkï‡`i ¯^v¯’¨ wel‡q Avgiv M‡elbv KiwQ| gvwK©b hy³iv‡ó«i Rbm ncwKbm BDwbfvwm©wU Ges b¨vkbvj mvwf©m †Wwjfvwi †cÖvMÖvg{GB Dc‡Rjvq Kg©iZ cv_dvBÛvi GbwRI - Gi bvg Aš—f©~³ Ki“b} Gi mv‡_ Avgiv KvR Kiw©Q| GB M‡elbvq AskMÖn‡bi Rb¨ Avgiv Avcbvi m¤§wZ Pvw”Q| GB M‡elbvi D‡Ïk¨ n‡”Q cvuP eQ‡ii Kg eqmx wkï‡`i g‡a¨ KZRb MZ `y mßv‡ni g‡a¨ †Kvb bv †Kvb Amy‡L fz‡M‡Q Zv wba©vib Kiv| Amy¯’Zvi mgq Zv‡`i wKwK j¶b wQj Ges Zv‡`i‡K wK wPwKrmv †`qv n‡qwQj Zv Rvbv| GB Z‡_¨i gva¨‡g Amy¯’ wkïiv wVKgZ wPwKrmv cv‡”Q wKbv Avgiv Zv Rvb‡Z cvi‡ev Ges wKfv‡e Zv‡`i wPwKrmv e¨e¯’vi Av‡iv DbœwZ Kiv hvq †m e¨vcv‡i wPš�v fvebv Ki‡Z GB Z_¨ Avgv‡`i mnvqK n‡e| Avgiv Avcbvi mv‡_ K_v ej‡Z PvB Kvib Avcbvi cvuP eQ‡ii Kg eqmx GKwU wkï Av‡Q| Avcwb hw` GB M‡elbvq AskMÖn‡b m¤§Z nb, Z‡e Avgiv Rvb‡Z PvBe †K †K Avcbvi GB evwo‡Z _v‡K, GB evwoi wkï‡`i †KD wK MZ `yÕmßv‡ni g‡a¨ Amy¯’ n‡qwQj wKbv, Amy¯’ n‡q _vK‡j wK wK j¶b wQj, †Kv_v †_‡K wPwKrmv †mev MÖnb Kiv n‡qwQj Ges Zviv wK wPwKrmv †c‡qwQj| GB mgx¶vi Rb¨ 30 wgwb‡Ui wekx mgq jvM‡ebv| Avcbvi KvQ †_‡K cÖvß Z_¨ Avcbvi GjvKvq Amy¯’ wkïiv wK ai‡bi †mev †c‡q Avm‡Q †m e¨vcv‡i Rvb‡Z mnvqK n‡e| 

GB M‡elbvq Avcbvi AskMÖnb m¤•�b©fv‡e Avcbvi B”Qvi Dci wbf©ikxj| †h †Kvb mgq M‡elbvq AskMÖnb †_‡K weiZ _vKvi AwaKvi Avcbvi Av‡Q| Ggb wK Avcwb hw` M‡elbvq Ask wb‡Z bv Pvb A_ev Avcwb hw` M‡elbv †_‡K wb‡R‡K mwi‡q I †bb, Avcwb ZviciI m¨v‡UjvBU wK¬wbK, d¨vwgwj I‡qj‡dqvi †m›Uvi Ges Dc‡Rjv ¯^v¯’¨ Kg‡c­´ †_‡K GKB gv‡bi ¯^v¯’¨ †mev cv‡eb| 

GB M‡elbvq AskMÖn‡bi GKgvÎ SzuwK n‡”Q Avcbvi mgq Ges †MvcbxqZv | †h‡nZz GB M‡elbvq cÖvß Z_¨ evsjv‡`k miKvi Ges †emiKvix cÖwZôvb ¸‡jv‡K Rvbv‡bv n‡e, ZvB Avcwb hw` wW‡cvU †nvìvi A_ev ¯^v¯’¨ †K›`ª †_‡K †mev †bb Z‡e Avcbvi wkï DbœZ gv‡bi †mev cv‡e| ZvQvov GB M‡elbv †_‡K cÖvß Z_¨ nqZ Avcbvi GjvKvi mKj wkïi DbœZZi wPwKrmv †mev cÖ`v‡b e¨eüZ n‡e|

Avcbvi cwiPq †Mvcb ivLv n‡e| M‡elbvi bw_cÎ Ges dg©mg�n wZb eQ‡ii Rb¨ AvBwmwWwWAvi,we XvKv Awd‡m Zvjve× Ae¯’vq ivLv n‡e| ïa�gvÎ M‡elbvq Kg©iZ †jvKRbB G mKj KvMR cÎ †`L‡Z cvi‡eb| ZvQvov, †h mKj ms¯’v GB M‡elbvq A_© mvnvh¨ w`‡”Qb Zv‡`i m`m¨ivI cÖ‡qvR‡b Gme dg©mg�n †`Lvi AbygwZ cv‡eb|

Avcbvi hw` g‡b nq †h Avcbvi mv‡_ Ab¨vq Kiv n‡q‡Q A_ev GB M‡elYvq AskMÖn‡bi Kvi‡Y Avcwb †Kvb fv‡e AvNvZ cÖvß n‡q‡Qb, wKsev Avcbvi hw` GB M‡elbvi wel‡q †Kvb cÖkœ †_‡K _v‡K - Z‡e Avcwb GB M‡elYvi ‡jvKvj wcÖwÝcvj Bb‡fw÷‡MUi Wvt mvgm Gj Av‡iwd‡bi mv‡_ AvBwmwWwWAvi,we XvKv, evsjv‡`k-G 02-8810115 b¤^‡i †Uwj‡dvb Avjvc Ki‡Z cv‡ib A_ev ÓAwdm Ad wimvP© GÛ Gw_Km wiwfD KwgwUm Ad AvBwmwWwWAvi,we- †Z 02-8810117 b¤^‡i †hvMv‡hvM Ki‡Z cv‡ib|Ó














 m¤§wZ MÖnbKvixi ¯^v¶i



ZvwiL



           mgq

	
	KwgwU A_ev AvB Avi we ó¨vgc e¨ZxZ cÖ‡hvR¨ bq

NOT VALID WITHOUT THE COMMITTEE OR IRB STAMP OF CERTIFICATION


​​
__________________________________________
Bb‡fóx‡MU‡ii ¯^v¶i (Signature of Investigator)

	___________________________________

ZvwiL (Date)
	Dc‡ii ZvwiL †_‡K GK eQi ev` w`b

wm GBP Avi # 

Void One Year From Above Date

CHR # 



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:
Effectiveness of the Community-IMCI in increasing rates of correct ARI treatment and appropriate referral in NSDP program areas in rural Bangladesh

Principal Investigators: 
Peter Winch and Shams El Arifeen 

Consent form #2: Information sheet to obtain verbal consent from participants in the follow-up survey in the home 5 days after treatment by a depot holder

ICDDR, B #                                                                              CHR#:



M‡elbv Kg©Kv‡Ûi weeib t-

Avgiv GKwU M‡elbv cÖwZôvb AvBwmwWwWAvi,we †_‡K G‡mwQ| †QvU wkï‡`i ¯^v¯’¨ wel‡q Avgiv M‡elbv KiwQ| gvwK©b hy³iv‡ó«i Rbm ncwKbm BDwbfvwm©wU Ges b¨vkbvj mvwf©m †Wwjfvwi †cÖvMÖvg {GB Dc‡Rjvq Kg©iZ cv_dvBÛvi GbwRI - Gi bvg Aš—f©~³ Ki“b} Gi mv‡_ Avgiv KvR Kiw©Q| GB M‡elbvq AskMÖn‡bi Rb¨ Avgiv Avcbvi m¤§wZ Pvw”Q| GB M‡elbvi D‡Ïk¨ n‡”Q cvuP w`b c�‡e© GKRb wW‡cvU †nvìvi †K †`Lv‡bvi ci Avcbvi wkï wK ai‡bi wPwKrmv cv‡”Q Zv wba©vib Kiv Ges wkïi Av‡ivM¨ jv‡fi Rb¨ Avi †Kv_vI Avcbv‡K †h‡Z n‡q‡Q wKbv Zv Rvbv|

GB Z‡_¨i gva¨‡g Amy¯’ wkïiv wVKgZ wPwKrmv cv‡”Q wKbv Avgiv Zv Rvb‡Z cvi‡ev Ges wKfv‡e Zv‡`i wPwKrmv e¨e¯’vi Av‡iv DbœwZ Kiv hvq †m e¨vcv‡i wPš�v fvebv Ki‡Z GB Z_¨ Avgv‡`i mnvqK n‡e Avgiv Avcbvi mv‡_ K_v ej‡Z PvB Kvib Avcbvi cvuP eQ‡ii Kg eqmx GKwU wkï Av‡Q †h m¤•ªwZ GKRb wW‡cvU †nvìv‡ii KvQ †_‡K wPwKrmv †mev †c‡q G‡m‡Q| Avcwb hw` GB M‡elbvq AskMÖn‡b m¤§Z nb, Z‡e Avgiv Rvb‡Z PvBe †K †K Avcbvi GB evwo‡Z _v‡K, GB evwoi wkï‡`i †KD wK MZ `yÕmßv‡ni g‡a¨ Amy¯’ n‡qwQj wKbv, Amy¯’ n‡q _vK‡j wK wK j¶b wQj, †Kv_v †_‡K wPwKrmv †mev MÖnb Kiv n‡qwQj Ges Zviv wK wPwKrmv †c‡qwQj| GB mgx¶vi Rb¨ 30 wgwb‡Ui wekx mgq jvM‡ebv| Avcbvi KvQ †_‡K cÖvß Z_¨ Avcbvi GjvKvq Amy¯’ wkïiv wK ai‡bi †mev †c‡q Avm‡Q †m e¨vcv‡i Rvb‡Z mnvqK n‡e| 

GB M‡elbvq Avcbvi AskMÖnb m¤•�b©fv‡e Avcbvi B”Qvi Dci wbf©ikxj| †h †Kvb mgq M‡elbvq AskMÖnb †_‡K weiZ _vKvi AwaKvi Avcbvi Av‡Q| Ggb wK Avcwb hw` M‡elbvq Ask wb‡Z bv Pvb A_ev Avcwb hw` M‡elbv †_‡K wb‡R‡K mwi‡q I †bb, Avcwb ZviciI m¨v‡UjvBU wK¬wbK, d¨vwgwj I‡qj‡dqvi †m›Uvi Ges Dc‡Rjv ¯^v¯’¨ Kg‡c­´ †_‡K GKB gv‡bi ¯^v¯’¨ †mev cv‡eb| 

GB M‡elbvq AskMÖn‡bi GKgvÎ SzuwK n‡”Q Avcbvi mgq Ges †MvcbxqZv | †h‡nZz GB M‡elbvq cÖvß Z_¨ evsjv‡`k miKvi Ges †emiKvix cÖwZôvb ¸‡jv‡K Rvbv‡bv n‡e, ZvB Avcwb hw` wW‡cvU †nvìvi A_ev ¯^v¯’¨ †K›`ª †_‡K †mev †bb Z‡e Avcbvi wkï DbœZ gv‡bi †mev cv‡e| ZvQvov GB M‡elbv †_‡K cÖvß Z_¨ nqZ Avcbvi GjvKvi mKj wkïi DbœZZi wPwKrmv †mev cÖ`v‡b e¨eüZ n‡e|

Avcbvi cwiPq †Mvcb ivLv n‡e| M‡elbvi bw_cÎ Ges dg©mg�n wZb eQ‡ii Rb¨ AvBwmwWwWAvi,we XvKv Awd‡m Zvjve× Ae¯’vq ivLv n‡e| ïa�gvÎ M‡elbvq Kg©iZ †jvKRbB G mKj KvMR cÎ †`L‡Z cvi‡eb| ZvQvov, †h mKj ms¯’v GB M‡elbvq A_© mvnvh¨ w`‡”Qb Zv‡`i m`m¨ivI cÖ‡qvR‡b Gme dg©mg�n †`Lvi AbygwZ cv‡eb|

Avcbvi hw` g‡b nq †h Avcbvi mv‡_ Ab¨vq Kiv n‡q‡Q A_ev GB M‡elYvq AskMÖn‡bi Kvi‡Y Avcwb †Kvb fv‡e AvNvZ cÖvß n‡q‡Qb, wKsev Avcbvi hw` GB M‡elbvi wel‡q †Kvb cÖkœ †_‡K _v‡K - Z‡e Avcwb GB M‡elYvi ‡jvKvj wcÖwÝcvj Bb‡fw÷‡MUi Wvt mvgm Gj Av‡iwd‡bi mv‡_ AvBwmwWwWAvi,we XvKv, evsjv‡`k-G 02-8810115 b¤^‡i †Uwj‡dvb Avjvc Ki‡Z cv‡ib A_ev ÓAwdm Ad wimvP© GÛ Gw_Km wiwfD KwgwUm Ad AvBwmwWwWAvi,we- †Z 02-8810117 b¤^‡i †hvMv‡hvM Ki‡Z cv‡ib|Ó

m¤§wZ MÖnbKvixi ¯^v¶i



ZvwiL



mgq

	
	KwgwU A_ev AvB Avi we ó¨vgc e¨ZxZ cÖ‡hvR¨ bq

NOT VALID WITHOUT THE COMMITTEE OR IRB STAMP OF CERTIFICATION


​​
__________________________________________

Bb‡fóx‡MU‡ii ¯^v¶i(Signature of Investigator)

	___________________________________

ZvwiL (Date)
	Dc‡ii ZvwiL †_‡K GK eQi ev` w`b

wm GBP Avi # 

Void One Year From Above Date

CHR # 



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:
Effectiveness of the Community-IMCI in increasing rates of correct ARI treatment and appropriate referral in NSDP program areas in rural Bangladesh

Principal Investigators: 
Peter Winch and Shams El Arifeen 

Consent form #3: Survey of depot holders

ICDDR, B #                                                                              CHR#:



M‡elbv Kg©Kv‡Ûi weeib t-

Avgiv GKwU M‡elbv cÖwZôvb AvBwmwWwWAvi,we †_‡K G‡mwQ| †QvU wkï‡`i ¯^v¯’¨ wel‡q Avgiv M‡elbv KiwQ| gvwK©b hy³iv‡ó«i Rbm ncwKbm BDwbfvwm©wU Ges b¨vkbvj mvwf©m †Wwjfvwi †cÖvMÖvg {GB Dc‡Rjvq Kg©iZ cv_dvBÛvi GbwRI - Gi bvg Aš—f©~³ Ki“b} Gi mv‡_ Avgiv KvR Kiw©Q| GB M‡elbvq AskMÖn‡bi Rb¨ Avgiv Avcbvi m¤§wZ Pvw”Q| †QvU wkï‡`i wbD‡gvwbqv †iv‡Mi Rb¨ †h wPwKrmv †`qv nq Zv g�j¨vqb Kivi Rb¨ Avgiv GKwU M‡elbv KiwQ| Avgiv GB M‡elbvq AskMÖn‡bi Rb¨ Avcbv‡K Aby‡iva KiwQ| GB M‡elbvi D‡Ïk¨ n‡jv †imwc‡iUwi Bb‡dKkb Ges Zvi wPwKrmv m¤•‡K© Av‡iv fv‡jvfv‡e †evSv| Avcwb hLb †imwc‡iUwi Bb‡dKkb G Amy¯’ wkï‡K wPwKrmv †`‡eb Ges Zvi cwiev‡ii m`m¨‡`i mv‡_ K_v ej‡eb Avgiv ZLb Avcbv‡K ch©‡e¶b Kie|

Avgiv Avcbv‡K GB M‡elbvq AskMÖnb Ki‡Z Aby‡iva KiwQ Kvib Avcwb GKRb wW‡cvU †nvìvi Ges †h mKj wkï †imwc‡iUwi Bb‡dKk‡b f‚M‡Q Avcwb Zv‡`i wPwKrmv K‡i _v‡Kb| Avcwb hw` AskMÖn‡b m¤§Z nb, Avgiv Avcbv‡K ch©‡e¶b Kie Avcwb hLb AwffveK‡`i mv‡_ K_v ej‡eb Ges Amy¯’ wkï‡`i wPwKrmv Ki‡eb| Avgiv GKwU dig-G Avcwb wK K‡ib Ges e‡jb Zv wjwce× Kie| Avcbvi KvQ †_‡K cÖvß Z_¨ Avcbvi GjvKvi wkï‡`i Wvqwiqv †iv‡Mi wPwKrmv e¨vcv‡i Av‡iv †ekx Rvb‡Z mnvqK n‡e|

GB M‡elbvq Avcbvi AskMÖnb m¤•�b©fv‡e Avcbvi B”Qvi Dci wbf©ikxj| †h †Kvb mgq M‡elbvq AskMÖnb †_‡K weiZ _vKvi AwaKvi Avcbvi Av‡Q| Ggb wK Avcwb hw` M‡elbvq Ask wb‡Z bv Pvb A_ev Avcwb hw` M‡elbv †_‡K wb‡R‡K mwi‡q I †bb, m¨v‡UjvBU wK¬wbK A_ev d¨vwgwj I‡qj‡dqvi †m›Uvi-G Avcwb hv‡`i mv‡_ KvR K‡ib Zv‡`i Kv‡Q G wel‡q wKQz Rvbv‡bv n‡ebv |  

GB M‡elbvq AskMÖn‡bi GKgvÎ SzuwK n‡”Q Avcbvi mgq Ges †MvcbxqZv | †h‡nZz GB M‡elbvq cÖvß Z_¨ evsjv‡`k miKvi Ges †emiKvix cÖwZôvb ¸‡jv‡K Rvbv‡bv n‡e, ZvB Avcwb hw` wW‡cvU †nvìvi A_ev ¯^v¯’¨ †K›`ª †_‡K †mev †bb Z‡e Avcbvi wkï DbœZ gv‡bi †mev cv‡e| ZvQvov GB M‡elbv †_‡K cÖvß Z_¨ nqZ Avcbvi GjvKvi mKj wkïi DbœZZi wPwKrmv †mev cÖ`v‡b e¨eüZ n‡e|

Avcbvi cwiPq †Mvcb ivLv n‡e| M‡elbvi bw_cÎ Ges dg©mg�n wZb eQ‡ii Rb¨ AvBwmwWwWAvi,we XvKv Awd‡m Zvjve× Ae¯’vq ivLv n‡e| ïa�gvÎ M‡elbvq Kg©iZ †jvKRbB G mKj KvMR cÎ †`L‡Z cvi‡eb| ZvQvov, †h mKj ms¯’v GB M‡elbvq A_© mvnvh¨ w`‡”Qb Zv‡`i m`m¨ivI cÖ‡qvR‡b Gme dg©mg�n †`Lvi AbygwZ cv‡eb|

Avcbvi hw` g‡b nq †h Avcbvi mv‡_ Ab¨vq Kiv n‡q‡Q A_ev GB M‡elYvq AskMÖn‡bi Kvi‡Y Avcwb †Kvb fv‡e AvNvZ cÖvß n‡q‡Qb, wKsev Avcbvi hw` GB M‡elbvi wel‡q †Kvb cÖkœ †_‡K _v‡K - Z‡e Avcwb GB M‡elYvi ‡jvKvj wcÖwÝcvj Bb‡fw÷‡MUi Wvt mvgm Gj Av‡iwd‡bi mv‡_ AvBwmwWwWAvi,we XvKv, evsjv‡`k-G 02-8810115 b¤^‡i †Uwj‡dvb Avjvc Ki‡Z cv‡ib A_ev ÓAwdm Ad wimvP© GÛ Gw_Km wiwfD KwgwUm Ad AvBwmwWwWAvi,we- †Z 02-8810117 b¤^‡i †hvMv‡hvM Ki‡Z cv‡ib|Ó














 m¤§wZ MÖnbKvixi ¯^v¶i



ZvwiL



           mgq

Avcwb hw` GB M‡elbvq Ask wb‡Z m¤§Z _v‡Kb Z‡e bx‡P Avcbvi bvg mB Ki“b|

	
	KwgwU A_ev AvB Avi we ó¨vgc e¨ZxZ cÖ‡hvR¨ bq|
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Johns Hopkins Bloomberg School of Public Health: Committee on Human Research

ICDDR, B: Centre for Health and Population Research

Title of Research Project:
Effectiveness of the Community-IMCI in increasing rates of correct ARI treatment and appropriate referral in NSDP program areas in rural Bangladesh

Principal Investigators: 
Peter Winch and Shams El Arifeen 

Consent form #4: Information sheet to obtain verbal consent from participants for qualitative interviews on referral of sick children

ICDDR, B #                                                                              CHR#:



M‡elbv Kg©Kv‡Ûi weeib t-

Avgiv GKwU M‡elbv cÖwZôvb AvBwmwWwWAvi,we †_‡K G‡mwQ| †QvU wkï‡`i ¯^v¯’¨ wel‡q Avgiv M‡elbv KiwQ| gvwK©b hy³iv‡ó«i Rbm ncwKbm BDwbfvwm©wU Ges b¨vkbvj mvwf©m †Wwjfvwi †cÖvMÖvg {GB Dc‡Rjvq Kg©iZ cv_dvBÛvi GbwRI - Gi bvg Aš—f©~³ Ki“b} Gi mv‡_ Avgiv KvR Kiw©Q| GB M‡elbvq AskMÖn‡bi Rb¨ Avgiv Avcbvi m¤§wZ Pvw”Q| Amy¯’ wkï‡K wPwKrmvi Rb¨ ¯^v¯’¨ †K‡›`ª hvIqvi civgk© †`Iqvi ci AwffveKiv wK K‡ib Zv wba©vib KivB n‡”Q GB mv¶vZKv‡ii D‡Ïk¨| GB Z‡_¨i gva¨‡g Amy¯’ wkïiv wVKgZ wPwKrmv cv‡”Q wKbv Avgiv Zv Rvb‡Z cvi‡ev Ges wKfv‡e Zv‡`i wPwKrmv e¨e¯’vi Av‡iv DbœwZ Kiv hvq †m e¨vcv‡i wPš�v fvebv Ki‡Z GB Z_¨ Avgv‡`i mnvqK n‡e|  Avgiv Avcbvi mv‡_ K_v ej‡Z PvB Kvib Avcbvi cvuP eQ‡ii Kg eqmx GKwU wkï Av‡Q hv‡K GKwU ¯^v¯’¨ †K‡›`ª wb‡q hvIqvi civgk© ‡`qv n‡qwQj| Avcwb hw` GB M‡elbvq AskMÖn‡b m¤§Z _v‡Kb, Z‡e Avgiv Avcbvi Kv‡Q Rvb‡Z PvBe Avcwb †Kb Avcbvi wkï‡K ¯^v¯’¨ †K‡›`ª wb‡q wM‡qwQ‡jb A_ev Rvbwb, ¯^v¯’¨ †K‡›`ª A_ev Avcbvi evox‡Z Avcbvi wkïi wK n‡qwQj, Ges Avcbvi wkïi ¯^v¯’¨ †mev MÖn‡b Avcwb wK wK evavi m¤§yLxb n‡qwQ‡jb| GB mv¶vrKv‡ii Rb¨ 30 wgwb‡Ui wekx mgq jvM‡ebv| Avcbvi KvQ †_‡K cÖvß Z_¨ Avcbvi GjvKvq Amy¯’ wkïiv wK ai‡bi †mev †c‡q Avm‡Q †m e¨vcv‡i Rvb‡Z mnvqK n‡e| 

GB M‡elbvq Avcbvi AskMÖnb m¤•�b©fv‡e Avcbvi B”Qvi Dci wbf©ikxj| †h †Kvb mgq M‡elbvq AskMÖnb †_‡K weiZ _vKvi AwaKvi Avcbvi Av‡Q| Ggb wK Avcwb hw` M‡elbvq Ask wb‡Z bv Pvb A_ev Avcwb hw` M‡elbv †_‡K wb‡R‡K mwi‡q I †bb, Avcwb ZviciI m¨v‡UjvBU wK¬wbK, d¨vwgwj I‡qj‡dqvi †m›Uvi Ges Dc‡Rjv ¯^v¯’¨ Kg‡c­´ †_‡K GKB gv‡bi ¯^v¯’¨ †mev cv‡eb| 

GB M‡elbvq AskMÖn‡bi GKgvÎ SzuwK n‡”Q Avcbvi mgq Ges †MvcbxqZv | †h‡nZz GB M‡elbvq cÖvß Z_¨ evsjv‡`k miKvi Ges †emiKvix cÖwZôvb ¸‡jv‡K Rvbv‡bv n‡e, ZvB Avcwb hw` wW‡cvU †nvìvi A_ev ¯^v¯’¨ †K›`ª †_‡K †mev †bb Z‡e Avcbvi wkï DbœZ gv‡bi †mev cv‡e| ZvQvov GB M‡elbv †_‡K cÖvß Z_¨ nqZ Avcbvi GjvKvi mKj wkïi DbœZZi wPwKrmv †mev cÖ`v‡b e¨eüZ n‡e|

Avcbvi cwiPq †Mvcb ivLv n‡e| M‡elbvi bw_cÎ Ges dg©mg�n wZb eQ‡ii Rb¨ AvBwmwWwWAvi,we XvKv Awd‡m Zvjve× Ae¯’vq ivLv n‡e| ïa�gvÎ M‡elbvq Kg©iZ †jvKRbB G mKj KvMR cÎ †`L‡Z cvi‡eb| ZvQvov, †h mKj ms¯’v GB M‡elbvq A_© mvnvh¨ w`‡”Qb Zv‡`i m`m¨ivI cÖ‡qvR‡b Gme dg©mg�n †`Lvi AbygwZ cv‡eb|

Avcbvi hw` g‡b nq †h Avcbvi mv‡_ Ab¨vq Kiv n‡q‡Q A_ev GB M‡elYvq AskMÖn‡bi Kvi‡Y Avcwb †Kvb fv‡e AvNvZ cÖvß n‡q‡Qb, wKsev Avcbvi hw` GB M‡elbvi wel‡q †Kvb cÖkœ †_‡K _v‡K - Z‡e Avcwb GB M‡elYvi ‡jvKvj wcÖwÝcvj Bb‡fw÷‡MUi Wvt mvgm Gj Av‡iwd‡bi mv‡_ AvBwmwWwWAvi,we XvKv, evsjv‡`k-G 02-8810115 b¤^‡i †Uwj‡dvb Avjvc Ki‡Z cv‡ib A_ev ÓAwdm Ad wimvP© GÛ Gw_Km wiwfD KwgwUm Ad AvBwmwWwWAvi,we- †Z 02-8810117 b¤^‡i †hvMv‡hvM Ki‡Z cv‡ib|Ó

m¤§wZ MÖnbKvixi ¯^v¶i
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	KwgwU A_ev AvB Avi we ó¨vgc e¨ZxZ cÖ‡hvR¨ bq
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Johns Hopkins Bloomberg School of Public Health: Committee on Human Research

ICDDR, B: Centre for Health and Population Research

Title of Research Project:
Effectiveness of the Community-IMCI in increasing rates of correct ARI treatment and appropriate referral in NSDP program areas in rural Bangladesh

Principal Investigators: 
Peter Winch and Shams El Arifeen 

Consent form #5: Direct observation of depot holders

ICDDR, B #                                                                              CHR#:



M‡elbv Kg©Kv‡Ûi weeib t-

Avgiv GKwU M‡elbv cÖwZôvb AvBwmwWwWAvi,we †_‡K G‡mwQ| †QvU wkï‡`i ¯^v¯’¨ wel‡q Avgiv M‡elbv KiwQ| gvwK©b hy³iv‡ó«i Rbm ncwKbm BDwbfvwm©wU Ges b¨vkbvj mvwf©m †Wwjfvwi †cÖvMÖvg {GB Dc‡Rjvq Kg©iZ cv_dvBÛvi GbwRI - Gi bvg Aš—f©~³ Ki“b} Gi mv‡_ Avgiv KvR Kiw©Q| GB M‡elbvq AskMÖn‡bi Rb¨ Avgiv Avcbvi m¤§wZ Pvw”Q| †QvU wkï‡`i wbD‡gvwbqv †iv‡Mi Rb¨ †h wPwKrmv †`qv nq Zv g�j¨vqb Kivi Rb¨ Avgiv GKwU M‡elbv KiwQ| Avgiv GB M‡elbvq AskMÖn‡bi Rb¨ Avcbv‡K Aby‡iva KiwQ| GB M‡elbvi D‡Ïk¨ n‡jv †imwc‡iUwi Bb‡dKkb Ges Zvi wPwKrmv m¤•‡K© Av‡iv fv‡jvfv‡e †evSv| Avcwb hLb †imwc‡iUwi Bb‡dKkb G Amy¯’ wkï‡K wPwKrmv †`‡eb Ges Zvi cwiev‡ii m`m¨‡`i mv‡_ K_v ej‡eb Avgiv ZLb Avcbv‡K ch©‡e¶b Kie|

Avgiv Avcbv‡K GB M‡elbvq AskMÖnb Ki‡Z Aby‡iva KiwQ Kvib Avcwb GKRb wW‡cvU †nvìvi Ges †h mKj wkï †imwc‡iUwi Bb‡dKk‡b f‚M‡Q Avcwb Zv‡`i wPwKrmv K‡i _v‡Kb| Avcwb hw` AskMÖn‡b m¤§Z nb, Avgiv Avcbv‡K ch©‡e¶b Kie Avcwb hLb AwffveK‡`i mv‡_ K_v ej‡eb Ges Amy¯’ wkï‡`i wPwKrmv Ki‡eb| Avgiv GKwU dig-G Avcwb wK K‡ib Ges e‡jb Zv wjwce× Kie| Avcbvi KvQ †_‡K cÖvß Z_¨ Avcbvi GjvKvi wkï‡`i Wvqwiqv †iv‡Mi wPwKrmv e¨vcv‡i Av‡iv †ekx Rvb‡Z mnvqK n‡e|

GB M‡elbvq Avcbvi AskMÖnb m¤•�b©fv‡e Avcbvi B”Qvi Dci wbf©ikxj| †h †Kvb mgq M‡elbvq AskMÖnb †_‡K weiZ _vKvi AwaKvi Avcbvi Av‡Q| Ggb wK Avcwb hw` M‡elbvq Ask wb‡Z bv Pvb A_ev Avcwb hw` M‡elbv †_‡K wb‡R‡K mwi‡q I †bb, Avcwb ZviciI m¨v‡UjvBU wK¬wbK A_ev d¨vwgwj I‡qj‡dqvi †m›Uvi-G Avcwb hv‡`i mv‡_ KvR K‡ib Zv‡`i Kv‡Q G wel‡q wKQz Rvbv‡bv n‡ebv |  

GB M‡elbvq AskMÖn‡bi GKgvÎ SzuwK n‡”Q Avcbvi mgq Ges †MvcbxqZv | †h‡nZz GB M‡elbvq cÖvß Z_¨ evsjv‡`k miKvi Ges †emiKvix cÖwZôvb ¸‡jv‡K Rvbv‡bv n‡e, ZvB Avcwb hw` wW‡cvU †nvìvi A_ev ¯^v¯’¨ †K›`ª †_‡K †mev †bb Z‡e Avcbvi wkï DbœZ gv‡bi †mev cv‡e| ZvQvov GB M‡elbv †_‡K cÖvß Z_¨ nqZ Avcbvi GjvKvi mKj wkïi DbœZZi wPwKrmv †mev cÖ`v‡b e¨eüZ n‡e|

Avcbvi cwiPq †Mvcb ivLv n‡e| M‡elbvi bw_cÎ Ges dg©mg�n wZb eQ‡ii Rb¨ AvBwmwWwWAvi,we XvKv Awd‡m Zvjve× Ae¯’vq ivLv n‡e| ïa�gvÎ M‡elbvq Kg©iZ †jvKRbB G mKj KvMR cÎ †`L‡Z cvi‡eb| ZvQvov, †h mKj ms¯’v GB M‡elbvq A_© mvnvh¨ w`‡”Qb Zv‡`i m`m¨ivI cÖ‡qvR‡b Gme dg©mg�n †`Lvi AbygwZ cv‡eb|

Avcbvi hw` g‡b nq †h Avcbvi mv‡_ Ab¨vq Kiv n‡q‡Q A_ev GB M‡elYvq AskMÖn‡bi Kvi‡Y Avcwb †Kvb fv‡e AvNvZ cÖvß n‡q‡Qb, wKsev Avcbvi hw` GB M‡elbvi wel‡q †Kvb cÖkœ †_‡K _v‡K - Z‡e Avcwb GB M‡elYvi ‡jvKvj wcÖwÝcvj Bb‡fw÷‡MUi Wvt mvgm Gj Av‡iwd‡bi mv‡_ AvBwmwWwWAvi,we XvKv, evsjv‡`k-G 02-8810115 b¤^‡i †Uwj‡dvb Avjvc Ki‡Z cv‡ib A_ev ÓAwdm Ad wimvP© GÛ Gw_Km wiwfD KwgwUm Ad AvBwmwWwWAvi,we- †Z 02-8810117 b¤^‡i †hvMv‡hvM Ki‡Z cv‡ib|Ó

m¤§wZ MÖnbKvixi ¯^v¶i



ZvwiL
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Avcwb hw` GB M‡elbvq Ask wb‡Z m¤§Z _v‡Kb Z‡e bx‡P Avcbvi bvg mB Ki“b|

	
	KwgwU A_ev AvB Avi we ó¨vgc e¨ZxZ cÖ‡hvR¨ bq
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Johns Hopkins Bloomberg School of Public Health: Committee on Human Research
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Peter Winch and Shams El Arifeen 

Consent form #6: Verbal autopsy for children found to have died during the follow-up of children treated by Depot Holders

ICDDR, B #                                                                              CHR#:


M‡elbv Kg©Kv‡Ûi weeib t-

Avgiv GKwU M‡elbv cÖwZôvb AvBwmwWwWAvi,we †_‡K G‡mwQ| †QvU wkï‡`i ¯^v¯’¨ wel‡q Avgiv M‡elbv KiwQ| gvwK©b hy³iv‡ó«i Rbm ncwKbm BDwbfvwm©wU Ges b¨vkbvj mvwf©m †Wwjfvwi †cÖvMÖvg {GB Dc‡Rjvq Kg©iZ cv_dvBÛvi GbwRI - Gi bvg Aš—f©~³ Ki“b} Gi mv‡_ Avgiv KvR Kiw©Q| GB M‡elbvq AskMÖn‡bi Rb¨ Avgiv Avcbvi m¤§wZ Pvw”Q| Avcbvi wkïi wK n‡qwQj, wK Amy‡L fy‡MwQj , Ges wK wPwKrmv †c‡qwQj †m wel‡q RvbvB n‡”Q GB mv¶vrKv‡ii D‡Ïk¨| GB Z‡_¨i gva¨‡g Amy¯’ wkïiv wVKgZ wPwKrmv cv‡”Q wKbv Avgiv Zv Rvb‡Z cvi‡ev Ges wKfv‡e Zv‡`i wPwKrmv e¨e¯’vi Av‡iv DbœwZ Kiv hvq †m e¨vcv‡i wPš�v fvebv Ki‡Z GB Z_¨ Avgv‡`i mnvqK n‡e|  Avgiv Avcbvi mv‡_ K_v ej‡Z PvB Kvib Avcbvi cvuP eQ‡ii Kg eqmx GKwU wkï Av‡Q †h  gviv †M‡Q| Avcwb hw` GB M‡elbvq AskMÖn‡b m¤§Z nb, Z‡e Avgiv Rvb‡Z PvBe KLb Avcbvi wkïi cÖ_g Amy&¯’ nq, wK wK j¶b wQj, wK wPwKrmv †c‡qwQj, Ges wPwKrmv cvIqvi ci Avcbvi wkïi wK n‡qwQj| GB mv¶vrKv‡ii Rb¨ 1 N›Uvi gZ mgq jvM‡e| Avcbvi KvQ †_‡K cÖvß Z_¨ Avcbvi GjvKvq Amy¯’ wkïiv wK ai‡bi †mev †c‡q Avm‡Q †m e¨vcv‡i Rvb‡Z mnvqK n‡e Ges Ab¨vb¨ Amy¯’ wkï‡`i‡K wKfv‡e DbœZZi wPwKrmv †mev cÖ`vb Kiv hvq †m wel‡q eyS‡Z mnvqK n‡e| 

GB M‡elbvq Avcbvi AskMÖnb m¤•�b©fv‡e Avcbvi B”Qvi Dci wbf©ikxj| †h †Kvb mgq M‡elbvq AskMÖnb †_‡K weiZ _vKvi AwaKvi Avcbvi Av‡Q| Ggb wK Avcwb hw` M‡elbvq Ask wb‡Z bv Pvb A_ev Avcwb hw` M‡elbv †_‡K wb‡R‡K mwi‡q I †bb, Avcwb ZviciI m¨v‡UjvBU wK¬wbK, d¨vwgwj I‡qj‡dqvi †m›Uvi Ges Dc‡Rjv ¯^v¯’¨ Kg‡c­´ †_‡K GKB gv‡bi ¯^v¯’¨ †mev cv‡eb| 

. 

GB M‡elbvq AskMÖn‡bi GKgvÎ SzuwK n‡”Q Avcbvi mgq Ges †MvcbxqZv | †h‡nZz GB M‡elbvq cÖvß Z_¨ evsjv‡`k miKvi Ges †emiKvix cÖwZôvb ¸‡jv‡K Rvbv‡bv n‡e, ZvB Avcwb hw` wW‡cvU †nvìvi A_ev ¯^v¯’¨ †K›`ª †_‡K †mev †bb Z‡e Avcbvi wkï DbœZ gv‡bi †mev cv‡e| ZvQvov GB M‡elbv †_‡K cÖvß Z_¨ nqZ Avcbvi GjvKvi mKj wkïi DbœZZi wPwKrmv †mev cÖ`v‡b e¨eüZ n‡e|

Avcbvi cwiPq †Mvcb ivLv n‡e| M‡elbvi bw_cÎ Ges dg©mg�n wZb eQ‡ii Rb¨ AvBwmwWwWAvi,we XvKv Awd‡m Zvjve× Ae¯’vq ivLv n‡e| ïa�gvÎ M‡elbvq Kg©iZ †jvKRbB G mKj KvMR cÎ †`L‡Z cvi‡eb| ZvQvov, †h mKj ms¯’v GB M‡elbvq A_© mvnvh¨ w`‡”Qb Zv‡`i m`m¨ivI cÖ‡qvR‡b Gme dg©mg�n †`Lvi AbygwZ cv‡eb|

Avcbvi hw` g‡b nq †h Avcbvi mv‡_ Ab¨vq Kiv n‡q‡Q A_ev GB M‡elYvq AskMÖn‡bi Kvi‡Y Avcwb †Kvb fv‡e AvNvZ cÖvß n‡q‡Qb, wKsev Avcbvi hw` GB M‡elbvi wel‡q †Kvb cÖkœ †_‡K _v‡K - Z‡e Avcwb GB M‡elYvi ‡jvKvj wcÖwÝcvj Bb‡fw÷‡MUi Wvt mvgm Gj Av‡iwd‡bi mv‡_ AvBwmwWwWAvi,we XvKv, evsjv‡`k-G 02-8810115 b¤^‡i †Uwj‡dvb Avjvc Ki‡Z cv‡ib A_ev ÓAwdm Ad wimvP© GÛ Gw_Km wiwfD KwgwUm Ad AvBwmwWwWAvi,we- †Z 02-8810117 b¤^‡i †hvMv‡hvM Ki‡Z cv‡ib|Ó

 m¤§wZ MÖnbKvixi ¯^v¶i
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Abstract Summary for ICDDR,B Ethical Review Committee

Title: Effectiveness of the Community-IMCI and Community-IMCI with ARI emphasis intervention models in increasing rates of correct ARI treatment and appropriate referral in NSDP program areas in rural Bangladesh

Purpose of the study, the methods and procedures to be used

Acute lower respiratory infections (ALRI) remain one of the major causes of under-five mortality in Bangladesh, despite reductions in ALRI-specific mortality.  The NGO Service Delivery Program (NSDP) is a USAID-funded nation-wide initiative to improve reproductive and child health in underserved rural and peri-urban areas of Bangladesh.  In NSDP sites, Depot Holders (DH), women residing in satellite catchment areas, sell three commodities: oral contraceptive pills, condoms and ORS sachets.  NSDP is now expanding the responsibilities of DH to include assessment and treatment with antibiotics of children with ALRI in selected upazilas.  This study will evaluate two intervention models for improving the management of children with ALRI:

1. C-IMCI: The Community-IMCI intervention model that is in the early implementation phase in 34 upazilas. 

2. C-IMCI/AE: The Community-IMCI intervention model with ARI Emphasis.  There will be additional training, a more elaborate referral system and greater supervision of Depot Holder performance in relation to community case management of ARI, in selected upazilas where the C-IMCI intervention model is already being implemented.


This study will evaluate the effectiveness of C-IMCI and C-IMCI/AE intervention models in improving careseeking for ALRI; evaluate the quality of assessment and treatment by DH for children presenting with ALRI; and assess compliance with a full course of antibiotic treatment for ALRI and compliance with referral to health facilities. Data collection methods consist of cross-sectional household surveys at baseline and final, follow-up in the home 5 days after treatment by DH for a sample of children receiving antibiotics, and direct observation of the quality of care provided by DH.  The household surveys will estimate the impact of the C-IMCI interventions on coverage and on care-seeking for sick children, with the follow-up in the home will assess compliance with a full course of antibiotic treatment.

Requirements for a subject population

Describe the requirements for a subject population and explain the rationale for using in this population special groups such as children, or groups whose ability to give voluntary informed consents may be in question.

During the baseline and final cross-sectional household surveys primary caretakers of the under-5 children will be interviewed. Generic components of the survey administered in all households will include demographic and socio-economic data to identify the poverty level of the household, and to identify other modifying factors, and for all households where children under 5 years have been ill with ARI, diarrhea, or fever in the last two weeks, questions will be asked about the nature of the illness, and which provider was seen.  Only for the children with ARI will the full survey with questions on ARI case management, referral and compliance with referral for ARI, compliance with treatment for ARI, and counseling and quality of care for ARI from various providers be administered.  During the 1-2 month period of the compliance survey, Depot Holders will be visited by an interviewer twice each week.  All children who were prescribed an antibiotic for ALRI during the past five days will be visited five days after they presented to the CHW/depot holder or village doctor in their home.  The caretakers of children prescribed an antibiotic will be interviewed using a structured questionnaire. Direct observations of the Depot holders will also be performed to measure knowledge and practices related to C-IMCI, case management of ALRI, referral of sick children and counseling.  The sample sizes and populations for the different methods are summarized in the next table:

	Method
	Population
	Sample size
	Consent

	M1. Baseline cross-sectional household survey
	Parents of children less than 5 years of age, randomly selected
	1600
	Oral

	M1. Final cross-sectional household survey
	Parents of children less than 5 years of age, randomly selected
	8056
	Oral

	M2. Follow-up in the home 5 days after treatment of sick child by Depot Holder at  Month 3 of study
	Parents of children less than 5 year of age who received treatment from a Depot Holder
	606
	Oral

	M2. Follow-up in the home 5 days after treatment of sick child by Depot Holder at  Month 9 of study
	Parents of children less than 5 year of age who received treatment from a Depot Holder
	606
	Oral

	M3. Survey of Depot Holders at Month 3 of the study
	Depot Holders
	270
	Written

	M3. Survey of Depot Holders at Month 9 of the study
	Depot Holders
	270
	Written

	M4. Evaluation of the referral system: Qualitative interviews
	20 parents who complied with referral of sick child and 20 parents who did not comply with referral
	40
	Oral

	M5. Direct observation of a Depot Holder in a health facility
	Depot Holders
	40
	Oral

	M6. Death audit/verbal autopsy for children found to have died in M2 survey
	Parents of children found to have died in M2 survey
	10 to 20
	Written

	Total
	11508
	


Potential risks

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

There are no physical risks associated with participation in this study.  The treatments received by the children will be the standard treatments recommended by the Government of Bangladesh.  No treatments will be administered by members of the study team, rather they will be administered by Government of Bangladesh and NGO service providers.  The role of the study team will be to evaluate whether the treatments are prescribed appropriately by health workers and administered appropriately by parents in the home.  The only risks involved in your participation in this survey are the time and privacy of study participants.

Procedures for minimizing risks

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

Not applicable.

Methods for safeguarding confidentiality

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

Data will be maintained in within the Data Management Section of the Child Health Unit, Public Health Sciences Division of ICDDR,B in Dhaka, Bangladesh.  This unit occupies a separate space in ICDDR,B with computers for data entry and filing cabinets for the questionnaires.  Access to the unit is restricted to personnel working on data entry and analysis.  The head of the unit is Ms. Nazma Begum.  The identity of the study participants will be kept 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.

Consent procedures

When there are potential risks to the subject, or the privacy of the individual may be involved, the investigator is required to obtain a signed informed consent statement from the subject. For minors, informed consent must be obtained from the authorized legal guardian or parents of the subject. Describe consent procedures to be followed including how and where informed consent will be obtained.  If signed consent will not be obtained, explain why this requirement should be waived and provide an alternative procedure.  If information is to be withheld from a subject, justify this course of action.  If there is a potential risk to the subject or privacy of the individual is involved in any particular procedure include a statement in the consent form stating whether or not compensation and/or treatment will be available.

Informed verbal consent will be obtained from the respondent caretakers before the household and final surveys and before the home-follow up surveys. Verbal consents will also be taken before the qualitative interview for the evaluation of the referral system and death audit/ verbal autopsy. Written consents will not be taken, as these interviews will not pose any potential risks to the study participants. Informed written consent will be obtained from the Depot Holders before Direct Observations of their activities. 

	Method
	Consent
	Consent form

	M1. Baseline cross-sectional household survey
	Oral
	Appendix1, Form #1

	M1. Final cross-sectional household survey
	Oral
	Appendix1, Form #1

	M2. Follow-up in the home 5 days after treatment of sick child by Depot Holder at  Month 3 of study
	Oral
	Appendix1, Form #2

	M2. Follow-up in the home 5 days after treatment of sick child by Depot Holder at  Month 9 of study
	Oral
	Appendix1, Form #2

	M3. Survey of Depot Holders at Month 3 of the study
	Written
	Appendix1, Form #3

	M3. Survey of Depot Holders at Month 9 of the study
	Written
	Appendix1, Form #3

	M4. Evaluation of the referral system: Qualitative interviews
	Oral
	Appendix1, Form #4

	M5. Direct observation of a Depot Holder in a health facility
	Written
	Appendix1, Form #5

	M6. Death audit/verbal autopsy for children found to have died in M2 survey
	Oral 
	Appendix1, Form #6


The consent forms to be used are indicated in the preceding table.  The consent process will be verbal for study participants who are parents of children under five and written for Depot Holders.  The consent process will be verbal in accordance with other studies conducted by ICDDR,B in rural Bangladesh that have found this to be the most appropriate form of consent given the low level of formal education of most study participants.

Interview procedures

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

During the baseline and final cross-sectional surveys, interviews will be taken at the household level. Each of them will take approximately 30 minutes. For the home follow-up survey and for the qualitative survey on referral, interviews will be taken at the household level where each will also take around 30 minutes. Death audit/ verbal autopsy performed at the household level will require around one hour.

Benefits

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

This study will evaluate the effectiveness of C-IMCI and C-IMCI/AE intervention models in improving careseeking for ALRI; evaluate the quality of assessment and treatment by DH for children presenting with ALRI; and assess compliance with a full course of antibiotic treatment for ALRI and compliance with referral to health facilities.  Information from this survey will be shared with the Government of Bangladesh and non-governmental organizations.  Based on this information-sharing, study participants who are parents will benefit from the improved care for their children if they seek care from depot holders or from health facilities.  Study participants who are Depot Holders will benefit from improved training and supervision.  The intervention models will potentially be used by programme managers in both GoB and NGO sectors being integrated within the package of essential services.

Use of records

State if the activity requires the use of records (hospital, medical, birth, death or other), organs, tissues, body fluids, the fetus or the abortus.  The statement to the subject should include information specified in item 2,3,4,5(c)  and 7 as well as indicating the approximate time required for participation in the activity.

The activity does not require the use of records (hospital, medical, birth, death or other), organs, tissues, body fluids, the fetus or the abortus.
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