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Information on the dbGaP / NIA Genetics of Alzheimer’s Disease Data Storage Site 
(NIAGADS) and the Alzheimer’s Disease Sequencing Project (ADSP) Datasets 

 
This document explains the partnership between dbGaP and the NIA Genetics of Alzheimer’s Disease Data 
Storage Site (NIAGADS, https://www.niagads.org/), provides instructions for data access and data sharing, 
and defines secondary data.  

The dbGaP / NIA Genetics of Alzheimer’s Disease Data Storage Site (NIAGADS) partnership: 
dbGaP and NIAGADS are working in partnership to share the genetic and phenotypic data 
associated with the Alzheimer’s Disease Sequencing Project (ADSP).  NIAGADS  is a national 
genetics data repository funded by the National Institute on Aging (NIA) that facilitates access of 
genotypic and phenotypic data to qualified investigators for the study of the genetics of late-
onset Alzheimer's disease (AD).  It is the policy of the NIA that all genetic data derived from NIA-
funded studies for the genetics of late-onset Alzheimer's disease be deposited at NIAGADS, 
another NIA-approved site, or both. The dbGaP / NIAGADS partners will make these genetic data 
and associated phenotypic data available to qualified investigators in the scientific community for 
secondary analysis.  

Sharing Data as a Community Resource:  A fundamental purpose of this study is to make the data 
and the resulting analyses widely available to the research community to accelerate the 
development of therapeutic approaches, diagnostic methods, and prevention of AD.  ADSP data 
will be shared in accordance with existing NIH and Institute-specific protocols and policy, 
including requirements for consent and IRB approval. Data derived from analysis of either raw or 
processed data from the study will be deposited into dbGaP (http://www.ncbi.nlm.nih.gov/gap) / 
NIAGADS (https://www.niagads.org/) for access by the research community. In keeping with the NIA 
Genetics of Alzheimer’s Disease Sharing Policy (NIA AD genetics sharing plan 20121026.pdf) it is 
expected that data will be made available as soon as possible, but no later than upon acceptance 
of a subset of data for publication or public disclosure of a submitted patent application, 
whichever is earlier. Additional information on data sharing is provided in Frequently Asked 
Questions 12 and 13 at FAQ NIAGADS 2013.11.04 FINAL.pdf.     

Application Process for ADSP data: The application process for whole genome and whole exome 
sequence data is initiated in the same way that applications to dbGaP are made using eRA 
Commons authentication.  The goal is to review and approve applications as quickly as possible. 
The NIA Data Access Committee (DAC) and the NIAGADS Data Use Committee will review 
applications.  In particular, the NIAGADS Data Use Committee will assess the plan for submitting 
secondary data derived from the ADSP sequence data.  
 

 Instructions to request authorized access to ADSP datasets 
 
Below are instructions for submitting a Data Access Request (DAR) for ADSP dataset(s). Please 
provide items 1-9 below by the online DAR application. A complete request includes the following 
items: 
 
1. Information about your institution, including contact information for you and your Institutional 
Signing Official. 

https://www.niagads.org/
http://www.ncbi.nlm.nih.gov/gap
https://www.niagads.org/
https://www.niagads.org/sites/all/public_files/NIAGADS_DOCUMENTS/NIA%20AD%20genetics%20sharing%20plan%2020121026.pdf
https://www.niagads.org/sites/all/public_files/NIAGADS_DOCUMENTS/FAQ%20NIAGADS%202013.11.04%20FINAL.pdf


Authorized access to ADSP Datasets 
Application Instructions 
 

2 

 

 

Version 11/20/13  

 
2. A brief description of your research objectives, design, and analysis plan through the Research 
Use Statement. Applicants should take particular care to carefully describe in a Research Use 
Statement what secondary data will be derived from their study.  This should be provided in the 
description of research objectives, design, and analysis plan.  Describe the overall plan for data 
analysis, the statistical methods or analysis to be used, and general power calculations, if 
appropriate. 
 

 The Research Use Statement will be reviewed by all NIH Institutes and Centers that are 
responsible for data included within your access request.  The NIA DAC will compare the 
Research Use Statement to the Use Restrictions for the dataset(s) to confirm that the 
proposed research is consistent with the use restrictions provided by the institution that 
submitted the dataset.  The NIA Data Use Committee will review the secondary analysis 
plan. 

 
3. A non-technical summary of your proposed research to communicate to the general public the 
purpose and objectives of your research. 
 
4. Information about individuals at your local institution that will have access to the data set. 
Collaborators at different institutions must submit separate Data Access Requests for access to 
individual-level data. Only include those at your institution in the RESEARCH & RELATED 
Senior/Key Person Profile section of the request. ALL researchers who use/see the data must be 
listed in the Senior/Key Person Profile. Anyone not listed cannot work on the data set. 
In addition, include the contact information for the institution’s IT point of contact and the 
responsible IT individual for the data security in the Senior/Key Person Profile Section. 
 
5. Review of, and agreement to the terms and statements outlined in the Data Use Certification 
(appended to the SF424 (R&R).  

6. Review of, and agreement to, the terms and statements outlined in the Data Distribution 
Agreement and NIA Data Sharing plan. Signed documents can be appended to the SF424 (R&R).  
Documents will be retained at NIAGADS.  

 The NIA Data Sharing plan - signed by the PI and an officer of the sponsoring 
institution (NIA Data Sharing Plan PDF). 

 Data Distribution Agreement - signed by the PI and an officer of the sponsoring 
institution (Distribution Agreement PDF). 

7. Review and approval of the Data Access Request by your Institutional Signing Official. These 8 
items are included in the SF424 (R&R) generated by the dbGaP request system (the 
Data Access Request (DAR)). 
 
8. Evidence of local IRB approval to conduct your research. Item 9 in a supplemental Adobe PDF 
document that will be uploaded during the application process and attached to the SF424 (R&R). 

Applications from Outside the US. 

In keeping with NIH policy, NIAGADS requests additional information for applications from 
investigators at institutions outside the US. 

https://www.niagads.org/sites/all/public_files/NIAGADS_DOCUMENTS/NIA%20AD%20genetics%20sharing%20plan%2020121026.pdf
https://www.niagads.org/sites/all/public_files/NIAGADS%20Data%20Dist%20Agree%2020121024.pdf
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1. NIAGADS requests information to ensure applicants fit the NIH definition of a qualified 
investigator. Investigators must be permanent employees of their institution at a level 
equivalent to a tenure-track professor or senior scientist. Laboratory staff and trainees 
such as graduate students and postdoctoral fellows are not permitted to submit 
project requests. NIAGADS expects that the official Institution Signing Official will 
verify the PI's status. Please provide ethics board, institutional review board or 
institutional equivalent approval document.  

2. NIAGADS expects a signature on the application from an Information Technology (IT) 
Director, who is an institutional staff member with the authority to vouch for the 
institution's IT capacities.  

3. Please provide a data security plan that states that all of the data are stored at the 
university under security policies and procedures. This includes the necessary 
assurances that data will be encrypted and not accessible to other users.  

What is ADSP Secondary Data?  

 
Comments on the definition of Secondary Data that are to be returned to NIAGADS: Only results 
from analyses consistent with the Data Use Certification document and the Database for 
Genotype and Phenotype Data (dbGaP) / NIA Genetics of Alzheimer’s Disease Data Storage Site 
(NIAGADS) application processes should be included under the definition of Secondary Data.  
Secondary data includes results of analyses of the primary whole genome and/or whole exome 
sequence data.  New or composite variables, such as principal components, called genetic and 
structural variants, or novel harmonized data, are also considered secondary data.  All final 
analysis data need to be submitted in order to provide an unbiased view of the results.   It is 
insufficient to submit results only from the top loci for analyses applied genome-wide.  A good 
rule of thumb is to include all loci used to calculate the genomic inflation factor, estimate false 
discovery rate, perform Bonferroni correction, or generate the quantile-quantile plot. 

A readme file is requested that provides the following information: 
1. The data freeze version requested.  
2. A description of the workflow to generate the secondary data.  The workflow should 

contain sufficient detail so an expert in the same field can replicate the result on his/her 
own with minimal ambiguity.  This should include software used, version numbers, 
received dates or version of data used, and any parameters used. 

3. A description of all files submitted, including a description of all fields to be used as input 
for standard analysis packages. A reference bibliography that is associated with the data 
set for secondary data users to cite in their own publications.  

4. A statement of acknowledgement of funding support from public or private agencies.  

A goal of the NIH and the ADSP investigators is to expand the repertoire of analyses beyond the 
traditional or standard approaches. At present it is not possible to anticipate the range and types 
of analyses that will be carried out on the ADSP data.  However, it is possible to anticipate the 
types of results that most analyses will produce. Results considered for submission to NIAGADS as 
secondary data, include but are not limited to: 
 

1. Sample/marker/locus inclusion-exclusion criteria, final analyzed sample size and list of 
markers/loci. 
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2. Predictor or classification variables (e.g. variants) and their frequencies in cases and 
non-cases. Note: There may be millions of such predictors. 

3. Effect size and standard deviation of the effect size. 
4. p-value, likelihood ratio, AIC, Bayes factor or some other metric of statistical 

significance. 
5. A description of the modeling strategy. 
6. A description of the metrics to gauge significance of any findings. 
7. Bibliography, if necessary, to help explain how the secondary data are generated.  
8. Acknowledgements resulting from ADSP analyses, if any. 
9. How to cite the secondary data.  This is usually the primary publication describing the 

secondary data. 
 
What is included in the submission of secondary analyses data?  

1. For genome-wide association analysis and expression QTL include: p-value, allele frequency 
by case/control, description of model and covariates, number of observations, effect size (or 
other equivalent summary statistic, e.g., β) for each locus passing quality control and analyzed 
across the genome.  Default output settings for linear or logistic regression from PLINK is 
acceptable. 

2. For linkage analysis include: lod score, p-value, or likelihood ratio test for each locus passing 
quality control and analyzed across the genome.  Default output settings from MERLIN are 
acceptable. 

3. For pathway analysis or other aggregated association analysis include: p-value and summary 
statistic (whenever possible) for each aggregation set that was analyzed.  Default output 
settings for linear or logistic regression from SKAT are acceptable. 

4. For meta-analysis include: p-value, effect size (or any other equivalent summary statistic) and 
for each locus passing quality control and analyzed across the genome.  Default output 
settings for linear or logistic regression from METAL are acceptable.  

5. For homozygosity mapping include: called regions of homozygosity and the definition of such 
regions. 

6. For imputation include: imputed genotypes in dosage format.  Default output from IMPUTE2 
or MACH/MiniMac are acceptable. 

7. Called variants/genotypes in VCF format if new variants are called (SNPs or structural 
variants). 

 


