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STUDY OF MUSCLE, MOBILITY AND AGING






Principles and Procedures for Ancillary Studies and Proposals 

I. Introduction
We encourage ancillary studies to SOMMA that expand on the study’s capability to understand the determinants of mobility disability and / or understand the biology of aging and aging-related conditions.  
II. Ancillary Studies
A. Definition of an Ancillary Study
An ancillary study involves collection of data or specimens, or new measurements on participants or specimens that are not already included in the current protocol for the main study.
Secondary analyses of existing data are not ancillary studies.  However, if proposals for these analyses will be submitted for funding, they must also be reviewed to assure that they are appropriate for 

B. Review criteria for Ancillary Studies
For all ancillary studies, the SOMMA review will consider these criteria in approving an application for an ancillary study 
1) Relevance to the goals of SOMMA
The Goals of SOMMA are:

· Assess the role of properties of muscle in changes in mobility with aging.
· Assess the role of non-muscle factors in changes in mobility with aging.

· Add data and specimens that will be valuable for the study of the biological basis of other aging-related conditions
2) Significance of the study question

3) Innovation 
The Aims are novel

Use of SOMMA data makes the proposed study unique

4) Methodological rigor 
a) Measurements are state-of-the art
b) The sample size is sufficient. There is an acceptable rationale for the proposed detectable effect size.
5) The proposal would generate resources – new data or specimens or images – that would be of scientific value to SOMMA and the broader scientific community.
6) There is sufficient funding for Clinic, Coordinating Center, or Biorepository costs. 

Additional criteria for proposals to add additional participant contact, such as new examinations or specimens, during visits that are underway or planned
7) Acceptable impact on participant recruitment or retention 
8) Minimal or no impact on the collection of data or specimens already specified in the study protocol. 

9) Acceptable burden to SOMMA participants, clinic staff, or the Coordinating Center.
For proposals to add a new visit
10)  Budget has been reviewed, and considered sufficient, by the Clinical Center(s), Coordinating Center and (if appropriate) the Biorepository.

Additional criteria for proposals to use existing biospecimens 
11)  Acceptable impact on the archives.  (Include how many specimens of the type requested) will remain in the archive (number or amount of specimen in numbers of participants)
C. Guidelines for writing Ancillary Study Proposals
An investigator who wishes to conduct an ancillary study must submit an application that is no more than 4 pages long, excluding budget Is must address all of the review criteria (B.).  A draft of the grant proposal may be included for reference but it would not substitute for the short application.
For proposals to add additional participants contact – examinations or biospecimens - during planned visits or new visits AND proposals to add an additional visit
1) Include at least one SOMMA-funded investigator among the investigators of the ancillary study or as a Sponsor (see application form). 
2) Include a plan for funding for additional effort or costs (e.g. assays) by Clinical or Coordinating Center, and laboratory staff including inclusion of newly generated data, images or specimens into the SOMMA database/repository
3) The proposal to SOMMA should include information that addresses all of the Review Criteria (B.).

Elements of the proposal:
· Background 
· Specific Aims
· Methods / approach sufficient for a SOMMA reviewer to judge that the study will be performed rigorously
· Sample size estimate for the main aim of the proposed study.  Include a minimal detectable size and rationale. 
· if the study involves a set number of SOMMA participants, for example, limited by recruitment, provide the effect that the proposed study will have power to detect for the main aim.
· An estimate of the costs of the study and how those will be paid.
· Timeline and how the new measurement would be completed within current study timelines. 
For proposals to use existing SOMMA biospecimens 
· Follow the Guidelines for new measurements.  Also include the following:

· Background: sufficient to explain why the proposed assay(s) is relevant to the goals of SOMMA. Include data about relevant associations that have been found in other studies.

· Methods: include a description of the assay sufficient for an expert reviewer to judge whether it is state-of-the-art.  Include data about the accuracy and reproducibility of the assay.

· Include a description of the impact on the SOMMA bioarchive: how much specimen will remain on how many participants.  (These data may be obtained from the biorepository [Paul Coen]).

Secondary data analyses (when SOMMA data become available).  Proposals to analyze SOMMA data should be submitted and will be reviewed as Analysis plans.  However, proposals to be submitted for funding secondary data analyses from existing SOMMA data or specimens will be reviewed to avoid overlaps, assure appropriate use of SOMMA data, and rigorous methods. The review is intended to improve the chance of successful funding.  
An Ancillary Studies Form should be submitted along with: 
· A 1-2 page proposal that includes:

· Aims of proposed analyses list of datasets or images that will be included in the analyses
· Summary of analytical methods. 
· List of new data/variables that would be generated, if any.
· Plans (and budget if required) to integrate the newly generated data into the SOMMA database. 
Proposals to analyze SOMMA data without external funding will be reviewed as analysis proposals by the publications committee.
D. Deadlines
1. Ancillary studies involving additional clinical measurements, collection of biological specimens, or new visits with external or internal funding
a. Notify the SOMMA sponsor and Coordinating Center and submit a draft Ancillary Studies Form and one page of draft specific aims as soon as possible.  A conference call may be arranged to consider issues, budget, and timelines.

b. For studies with external funding, a completed Ancillary Study Proposal must be submitted at least 4 months in advance of the proposal submission deadline 
c. For studies with internal funding, a completed Ancillary Study Proposal must be submitted at least 4 months in advance of the anticipated start date of data collection (for projects with internal funding). 
d. Note that any ancillary study that adds additional participant burden will also need to be reviewed by the SOMMA Observational Study Monitoring Board (OSMB).  The Coordinating Center will coordinate this review with KAI.  Ancillary studies with additional participant burden must also be approved by the appropriate IRB(s) prior to funding. Costs associated with this must be included in the funding proposal.

2. Ancillary studies involving external funding that do not involve collection of new material, new visit(s) or participant contact must submit a completed Ancillary Study Proposal (C.3) at least 2 months in advance of the funding deadline. 
E. Review Process
The application will be screened by the Coordinating Center and sent for review reviewed by all members of the Executive Committee. They will review the proposal using the Review Criteria (above).  The Committee may add other reviewers with expertise in the topic.  The Committee will recommend approval, approval contingent on revisions, or disapproval. The results of the review including comments from the reviewers will be returned as soon as possible to the proposers, usually within 2 weeks.  
After an ancillary study has been approved, it will be assigned a tracking number, and will be circulated to all SOMMA investigators for their interest.
F. Financial Support
Approval by the SOMMA Steering Committee does not imply that financial support or time for data analysis will be provided by the study.  Investigators should include in their proposal an explanation of the costs involved, including analysis time, and how they will be covered. 

If an ancillary study will require a subcontract with Clinical or Coordinating Center or laboratories, the budget discussions should start early in the grant development process and reasonable timelines for developing finalized budgets should be developed. 
G. Study Design
It is recommended that investigators discuss study design with the Coordinating Center before developing an ancillary study.  

Whenever possible when specimens or expensive analyses of images are included, we encourage investigators to utilize a case-cohort approach (with a random sample of the cohort) rather than a case-control approach. Note that a random sample of the SOMMA cohort is being generated during the baseline examination and this random sample, or subsets, should serve as the random sample for case-cohort analyses. This will enable SOMMA to generate many types of data on one random sample of SOMMA. 
All groups and/or labs completing measures will be blinded to the case/cohort status until all ancillary study data is deposited with the Coordinating Center. In general, studies using matched designs are discouraged. 
H. Data Generated from Ancillary Studies & Analysis Plans
All data, images and residual specimens that are generated from ancillary studies are required to be submitted to the Coordinating Center for central storage in the SOMMA data archive and distribution to SOMMA Investigators, analysts and collaborators. 
The lead investigator of the ancillary study should contact the Coordinating Center to determine a timeline for securely transferring data for inclusion in the SOMMA data archive. Once the data are included in the SOMMA data archive, the ancillary study investigators should submit analysis proposals to address their primary aims. Other investigators will be permitted to propose analysis plans that use ancillary study data after a 6-month embargo from the date of data transfer of the ancillary data to the coordinating center.  The PI of the ancillary study may elect to waive or shorten this restriction. Analyses and publications using the data from ancillary studies will be handled in the same way as those from the main study database (that is, abide by the SOMMA Publications Guidelines.).

The Coordinating Center will provide instructions for formatting the dataset and creating documentation files to accompany the data. Large datasets, especially those from studies with participant burden, will require financial support of Coordinating Center staff for including the data into the data system, tracking the timely collection of the new data and ensure IRB approval..
I. Potential Overlap of Ancillary Studies
All potential overlap of ancillary studies will be discussed by the Executive Committee prior to approval of proposals.  If necessary, conference calls can be schedule to resolve any overlap with previous or concurrent proposals.  

J. Periodic Review of Approved Ancillary Study Status
Every six months, the primary investigator on each approved ancillary study will provide a one-page summary of the status of the study. The status of the studies will be reviewed Steering Committee Meetings. If there is no progress on a plan for a year, or if serious conflicts with the specific aims or daily conduct of the study arise, the SOMMA Steering Committee, along with NIA, may consider withdrawal of approval for the study.
K. Sponsor
Any ancillary study that is proposed by a non-SOMMA investigator requires a SOMMA sponsor who will serve as a link between the lead investigator and the SOMMA study. A proposer may contact the Coordinating Center for recommendations and assignment of a sponsor. 
The responsibilities of the sponsor include:

· Assist with development of specific aims and study design.

· Review of the ancillary study before submission to the Executive Committee
· Ensure that the lead investigator follows ancillary and publication guidelines.

· Communicate study progress to the Steering Committee.
· Provide guidance during the publication process. 
Sponsors of career development proposals
Supporting the career development of new investigators is a priority. There are several issues to consider:

· Ancillary studies using SOMMA resources for the benefit of career development should involve a mentor who is described in the proposal
· The sponsor’s role should be to support the trainee. The trainee, whenever possible, should be considered the PI and the lead author on publications. The mentor may be more appropriate as the senior author on resulting publications. 
· The mentor/trainee should be aware of SOMMA ancillary study and analysis plan guidelines. Proposals should be submitted with adequate time for review and approval. If a SOMMA sponsor is required, the trainee/mentor should enlist the sponsor’s support early in the process of proposal development. 

L. Modifications to Approved Ancillary Studies
Investigators are approved to complete the project as described in the approved ancillary study.  At any time during the ancillary study, if specific aims, methods or items to be measured change, a modification should be submitted for approval by the SOMMA Executive Committee.  The modifications should include the rationale for changes and how the changes will affect any of the following:

· participant burden
· specimen availability
· staff time at the clinical sites, Administrative Center or Coordinating Center
· budgets
· timeline
M. Approved Ancillaries with Resubmissions for Funding
Investigators should notify the Coordinating Center of the outcome of a grant submission for external funding and alert the Coordinating Center about any plans for resubmission at the earliest possible date.  If there are no changes to specific aims and methods of the proposal, the resubmission does not need to be approved by the Executive Committee. However, if the proposal will require changes that were not previously approved, a modification will need to be submitted and approved before the resubmission.  

N. Obtaining SOMMA Resources for Approved and Funded Ancillary Studies
Once an ancillary study has been approved and funding has been obtained, the investigator should contact the Coordinating Center about obtaining the resources needed to complete the ancillary study. 
Specimen Use
For ancillary studies using specimens from the archive, the investigator must complete a Specimen Release Form   after the ancillary study has been approved and funding has been obtained. The Specimen Release Form should include detailed information about the type and number of specimens to be used, specific assay information, the laboratory to which the specimens will be shipped and a study timeline. The Coordinating Center will then coordinate shipment of requested samples to the laboratory where assays will be performed. 
After the completion of the ancillary study, any remaining samples should be returned to the archive.  Samples should only be destroyed with written approval from the Executive Committee.

O. Withdrawal of an approved ancillary study
If an approved ancillary study cannot move forward because of a lack of external funding, the investigator should withdraw the study at the time of the 6-month progress report. If there is no communication about plans to reapply for funding after 24 months, the proposal will be administratively withdrawn.
� Note that inclusion of measurements that are already being obtained, such as mitochondrial function or denervation, in the aims should be scientifically justified for the aims, not simply because the measurements will be made in SOMMA
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