CHS Guidelines for Genetic Studies

Principles:

1. To make genetic analyses as efficient and productive as possible, and promote the greatest use of genetic information in the highest quality science possible.

2. To recognize the work required to conceive, develop hypotheses, obtain approval, and fund Ancillary Studies.

3. To continue the openness, spirit of collaboration, and professional courtesy that have characterized CHS throughout its course.

4. To preserve samples, eliminate or reduce redundancy, and promote cost-efficiency.
5. To continue the CHS tradition whereby Ancillary Studies and Substudies have been, and should continue to be, designed to answer specific hypotheses. 
6. To maintain consistency with CHS Ancillary Study policies (http://128.208.129.3/CHS/chsancil.htm) as appropriate, unless noted as exceptions below.

Definitions
1. Ancillary Study: “…an ancillary study is an investigation which is not part of the central, NHLBI-funded CHS protocol but uses CHS participants, samples, or data collected by CHS.  In most cases, an ancillary study will involve acquisition of additional data which are not compiled as part of the standard CHS data set.  Support for ancillary studies is derived from sources other than CHS contract funds…” (from CHS Web Site)
2. CHS Substudy: an investigation which is not part of the prespecified CHS protocol, but is approved by the Steering Committee and funded by central CHS contract funds.
3. Ancillary Study Investigator: one of the investigators named on the approved CHS Ancillary Study Proposal; also, investigators named to this project at a later date via written notification to CHS; these investigators may or may not be CHS investigators but as stated in the CHS Ancillary Study Proposal “…Non-CHS investigators need to work with a CHS sponsor.…” (CHS Web Site).
4. Genetic study: for the purposes of this policy “genetic study” refers to any study that performs genotyping, or analyses of DNA polymorphisms, on the DNA of CHS participants.
Policies:
Existing CHS Ancillary Study policies are the principal guidelines for genetic studies. In addition, the following guidelines should be followed;

a) All CHS genetic Ancillary Studies will register their specific measurements (SNPs or other polymorphisms) with CHS as soon as possible so a comprehensive database may be kept up to date. There may be exceptions for some proprietary data although we will work to minimize this; if an exception is needed we will adopt alternate methods to minimize duplication of genetic assays.

b) We will try not to measure any genotype on the same participant more than once, nor to measure the same genotype in multiple groups of participants at different laboratories or in different assays; 
c) Ancillary Study Proposals may specify individual SNPs, sets of SNPs (e.g., to constitute haplotypes), or simply name genes. If genes are specified and approved, the investigators will provide specific SNPs or polymorphisms as soon as possible after approval; 
d) Specific genes and specific outcomes and phenotypes need to be clearly identified by Ancillary Study Investigators, as well as the hypotheses being tested; investigators need to avoid naming too broad a number of any of the above; for example, an AS cannot state they will analyze genetic information with respect to "...heart disease, diabetes, aging, frailty, pulmonary function, liver function, and all other outcomes of interest..."
e) Investigators proposing genetic measures should review this genetic database for measures already done or about to be done; if their proposal contains measurements that have already been done by another Laboratory:

i) The proposing investigators should work with the Laboratory to determine if the subjects already measured are the same as they propose to study;
ii) If all or some participants are the same, they should contact the originating investigators who funded that genotyping and propose collaboration; 
f) In special cases some duplication may be desirable, particularly if:

i) The original methods were unreliable, in which case most or all of the genotyping might need to be repeated;
ii) It may be more cost and sample effective to re-run certain genotypes due to the nature of large-scale platforms such as pre-designed chip arrays.
g) If the Ancillary Study investigators wish to add a gene to an approved list, they should send this request to the Chair of the Laboratory Committee and ask for administrative approval. Assuming the request does not concern a gene already done or being done in another Ancillary Study or the main study, criteria for approval would include a) relationship to other genes already approved for this Ancillary Study and b) scientific rationale.

i) The Chair may decide to grant this request, and notify the investigators in writing, copying the Chair of the Steering Committee. If uncertain, the Lab Committee Chair will send the request to the Steering Committee Chair for consultation.

ii) The request may be turned down by either the Lab Committee Chair or the Steering Committee Chair, which would then trigger the investigator to prepare and submit a new, separate Ancillary Study proposal based on this gene.

h) As soon as genetic data are generated and quality assured, they must be submitted to the CHS Coordinating Center where they will be merged into the CHS database; 
i) Data are available to investigators not affiliated with the Ancillary Study (according to CHS Paper Proposal Policies) for manuscript proposals according to rules that govern the use of ancillary study data. 
j) Ancillary Study Investigators have exclusive rights to prepare and submit manuscript proposals within one year after submission of the data to the CC; once manuscript proposals are submitted, CHS Publications Policies are followed; after one year, the Ancillary Study genetic data are available for others to use in manuscript proposals (according to CHS Paper Proposal Policies) if these manuscript proposals haven’t already been submitted.
k) As for all CHS main study and Ancillary Study data, genotyping data will enter CHS Limited Use Datasets as per the NHLBI data sharing policies.
