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Introduction 
The Seychelles Child Development Study (SCDS) in collaboration with the Government of the Republic of 
Seychelles has developed an extensive database characterizing several participating cohorts. The agreement 
affirms that the Government of the Republic of Seychelles is a full partner in the research and acknowledg! ̾ ̾ ̾ ̾ rotectios of data collecped os their citiĎens. ʊn Ƃľ

Sharing Plan to accommodate requests from investigators outside the partnership for access to this database. 
This agreement was designed to facilitate scientific enquiry while assuring that the data are interpreted to the 
highest scientific standards. The agreement has been subsequently revised for further clarification about 
procedures and to be inclusive of additional study partners. 
 
SDCS objectives 

The goals of the SCDS are as follows: 
1. To delineate normal child development and normal aging in the Seychelles 





Approach to Data Protection and Statistical Analysis for Partners  
 

This appendix to the Resources Sharing Plan establishes a standard approach to (a) the protection of data, (b) 
the development of analysis plans, and (c) the process of statistical analysis.  
 
a) Protection of data: 

1. Datasets containing mercury levels may only reside on computers that follow strict security protocols. 
Such protocols will be made available to partners upon request.  

2. Datasets containing mercury levels must never be stored on laptops, and they may not be shared with 
others who do not already have permission to access the data. 

 
b) Availability of data pertaining to SCDS primary objectives: 

1. The double-blind nature of the Seychelles study is one of its unique strengths and must be preserved. 
Mercury data will not be shared with study participants or with study staff who are involved in field work 
(e.g. recruitment and data collection). 

2. Internal partners do not have access to dependent or independent variables that pertain directly to the 
primary objectives of the SCDS until statistical analyses addressing these objectives for a particular 
cohort and examination have been carried out and published. Such analyses are to be carried out 
independently by SCDS biostatisticians. Once the primary objectives have been addressed, these 
variables (including mercury) will become available to internal partners for secondary analyses. 

3. External investigators do not have access to dependent or independent variables that pertain directly to 
the primary objectives of the SCDS. Such analyses are to be carried out independently by SCDS 
biostatisticians. 

 
c) Guiding principles for the analysis of SCDS data: 

1. All analyses need to be hypothesis driven and based on biological considerations. All analysis plans 
must begin with a biologically plausible hypothesis. 

2. All analyses, including those described in a grant proposal, must begin with an analysis plan. Analysis 
plans will be specified a priori, will be approved by all partners, and will be strictly adhered to.  
Exploratory analyses will be clearly labeled as such. 

3. Primary and exploratory analyses will be transparent and well documented at all analysis stages, 
reproducible, and documented in partner-authored publications.  

4. Dialogue between investigators and biostatisticians at all stages is crucial for the conduct, 
interpretation, and reporting of analysis results.  

5. Papers will continue to be developed jointly among partners and their content agreed upon by each 
partner participating in the manuscript prior to submission.  

 
d) Development of the statistical analysis plan: 
The analysis plan should be formulated along the following lines:  

1. The hypothesis should be stated with supporting references.  
2. The specific dependent variable(s) to be included in the model(s) should be selected, and the direction 

of effect (beneficial or adverse) stated. If more than one dependent variable, then they should be 
prioritized.  

3. The covariates to be included in the model should be selected and should be based on biological 
significance.  If a covariate could be coded in different ways, the anticipated coding of the variable and 
its rationale should be stated, and the meaning of the coding should be stated. 

4. If participants are to be excluded from certain models, the rationale for this should be stated. 
5. The complete set of models to be used for the analysis should be defined. This should be based on a 

dialogue between the investigators and biostatisticians.  
6. If more than one outcome variable is of interest, and/or more than one set of covariates are to be used, 

decisions need to be made on the handling of observations which



e) Process of statistical analysis: 
Investigators should be familiar with the data to determine and resolve potential data issues before fitting 
statistical models. Accordingly, prior to fitting models, the following procedures should be followed: 

1. Initial data cleaning/checking will identify missing data and implausible values and outliers.  
2. Determine available sample size for each model to be run. State for what reason(s) participants are not 

included, and give the number of participants removed for each reason.  
3. Data will be plotted for distributions and key correlations. 

a. Create scatterplots (or boxplots) of the main outcome variable versus any new covariates, and 
determine the corresponding correlations.  

b. Create scatterplots of key outcome variables versus other outcome variables that may measure 
similar constructs (if more than one outcome is of interest), and determine the corresponding 
correlations.  

c. Create scatterplots and determine corresponding correlations between pairs of key covariates 
(excluding MeHg).  

d. At this stage, prior to fitting models, the findings should be shared with partners (see below). 
4. Model assumptions will be checked, and outliers and influential points will be examined in order to 

determine whether transformations or other procedures are needed to satisfy the model assumptions. If 
the assumptions are not met, models will be run with changes as suggested based on the nature of the 
violations. The reasons for making these changes will be documented, and model assumptions will be 
checked on the final model.  


