
MINUTES

Observational Study Monitoring Board

Hispanic Community Health Study - Study of Latinos

Meeting, 06/03/2008

PARTICIPANTS:  

OSMB Members Present:    Hannia Campos, Gustavo Cruz, Judy Dubno, George Howard (Chair), Martha Medrano, Anne Newman
OSMB Members Absent:  Odilia Bermudez, Enrique Caballero
Investigators:  Diane Catallier, Martha Daviglus, Aida Giachello, Gerardo Heiss, William Kalsbeek, Lisa LaVange, David Lee, Brendaly Rodriguez, Wayne Rosamond, Neil Schneiderman, Sylvia Smoller, Greg Talavera
Data Coordinating Center Staff: Jeff Oberhaus, Marston Youngblood
NHLBI Staff:  Jean Olson, Executive Secretary; Larissa Avilés-Santa, Kristi Cooper, Lorraine Silsbee, Paul Sorlie  

Other NIH Staff:  Howard Hoffman (NIDCD)

INTRODUCTION: OSMB Chair Dr. Howard called this regularly scheduled meeting of the Hispanic Community Health Study/Study of Latinos (HCHS/SOL) to order at 8:35 am.  Introductions were made, including the announcement of Dr. Avilés-Santa as the new study Project Officer and Dr. Sorlie’s new position as Deputy Project Officer.  The Executive Secretary thanked Board members for completing their conflict of interest updates and confirmed that no members had changes since that time to report.  The minutes from the 2007 OSMB meeting were approved.  The HCHS-SOL Project Officer summarized the study’s accomplishments over the past year and its current challenges.  Thus far, no adverse events have been reported.
STUDY DESCRIPTION: The HCHS-SOL is a multi-center longitudinal cohort study of Hispanics in the US initiated in October 2006 by NHLBI with co-support from 6 other NIH Institutes.  The study objectives are to identify the prevalence of protective and harmful factors for diseases, disorders, and conditions in Hispanic populations and to determine the role of acculturation and other mediators in their prevalence and development.
STUDY STATUS: Board members and study investigators discussed the recently submitted written responses to previous Board recommendations.  The Board was satisfied with all responses and follow-up answers to questions except for the absence of specific heart rate alert values requiring follow-up.  The start of recruitment, originally planned for Fall 2007, did not begin until March 2008 largely because of a substantial delay in completion of OMB review and approval.  In the interim, study sites completed protocols, obtained institutional approvals, completed staff training, and completed a pilot exam.  
To date, 250 participant exams have been completed.  A household probability sampling design is being used and adjusted periodically to obtain a final desired distribution of the various age/sex/ethnic/SES groups of interest.  The combined household and personal response rate is a slightly disappointing 33% so far; however, recruitment projections anticipate a slow start with a ramp-up period over the first 6 months.  The biggest recruitment challenge at present is addressing the high no-show rate among those with baseline visit appointments.  At this early stage, the age distribution of those enrolled (younger vs. older than 45 years old) is on target but men are slightly under-represented.  The Board requested that the next OSMB report contain additional detail about the distribution of ages within the 45 and older age group.  
The study is revising its consent forms to increase uniformity of content across sites and to incorporate language that more fully and accurately addresses genetic research; those participants who already completed the baseline clinic visit may be re-consented.  The Board asked to review the revised consent form before the sites submit them to their local IRBs for approval.  The study is also preparing a request to NIH for a Certificate of Confidentiality.  
Procedure and data completion are being followed closely in the 7-plus hour baseline exam visit.  Temporal trends are showing shorter exam lengths as staff becomes more experienced with the procedures.  The Steering Committee has identified a shorter “core exam” comprising the highest priority components for those participants not able or willing to complete the full exam, but the core exam has been offered to only a handful of participants.  Apparent differences in visit completeness across field sites are likely due to site variations in completing all required forms, also improving with experience.  The Board would like more detailed information about exam and component completion, including audiometry component completion, at its next update.  The data management system has been working smoothly.  Quality control data available thus far indicate no areas of concern.  Data collection for clinical endpoints of interest will commence with the start of annual follow-up telephone interviews next March, and food frequency questionnaires will be administered via separate phone calls.  The Board suggested that the investigators include a brief, 6-item questionnaire to screen for longitudinal change in cognitive function during the annual follow-up call if time allows. 
The HCHS-SOL community involvement efforts include pursuing numerous strategies to increase study’s presence in the local communities, such as developing outreach posters and brochures, prime time radio public service announcements, press releases, and information sessions for the media.  The study is further supporting recruitment efforts by developing a DVD for marketing purposes and another informational DVD to assist potential enrollees in understanding the content of the consent form, and assisting field sites in engaging their Community Advisory Boards in providing feedback on informed consent content.  Site-specific recruitment and exam completion strategies vary according to the unique characteristics of each center and its target communities.
The study investigators and the Board members have been both impressed by the number of ancillary study proposals HCHS-SOL has received to date and concerned about the potential impact approved, funded studies may have on the parent study.  In addition to scientific merit, each ancillary study proposal is evaluated by the study investigators for its potential burden to the participants, field sites, and Coordinating Center.  Twenty-seven concept proposals have been received by the Ancillary Studies Committee to date; thus far, seven of these have progressed to the full proposal stage under consideration by the Steering Committee, several of which would require new data collection from participants at additional visits.  The Board asked the investigators to develop a table or graph, including a timeline, to illustrate and track the potential burden to participants and the parent study such ancillary studies represent.  The Board also encouraged the investigators to begin thinking strategically about identifying specific  participant groups, such as those of particular scientific interest to the study or those important to protect (such as, perhaps, recent immigrants or the oldest old).  Study bias could be introduced if some participants randomly selected for invitation to join ancillary studies are unavailable because of work and family demands, unless the study is very accommodating of alternative schedules (evenings, weekends, alternative locations) for data collection.  The Board would like to see the investigators identify creative ways to let everybody interested in participating do so.  
HCHS-SOL paper proposal and manuscript review processes are in place.  Because of the early stage of the study, there are as yet no publications; however, at least 17 presentations have been given and 14 core paper topics, all with named lead authors, have been identified.  The investigators hope to publish a monograph presenting all baseline descriptive data.  
RECOMMENDATIONS: The OSMB congratulated the study investigators and staff on their outstanding progress over the past year.  The following recommendations were made:
1. The Board unanimously and enthusiastically supports continuation of the study.
2. Because of the early phase of the study with its attendant challenges in recruitment and integration of ancillary studies, the Board would like to meet in person with the study investigators in 5 months to receive an update on its status.

3. The investigators should provide the draft revised consent forms to the Board for its review and discussion via conference call before the forms are submitted to the local institutional IRBs for review.
4. A report on the success of using telephone calls to complete the second 24-hour dietary recall should be submitted from the investigators at the time that the draft revised informed consent forms are submitted to the Board for review.  

5. Site-specific numbers of full, core, and partial exams completed should be reported at the next meeting and periodically thereafter.  This should include a summary of characteristics of those participants opting for a core exam rather than a full exam.

6. A report on audiometry component data completeness should be presented at the next OSMB meeting.

7. The study should adopt specific alert criteria for reporting abnormal heart rate values of greater than 120 per minute or less than 40 per minute.

8. The Board requests a representation of participant burden and timeline, in either tabular or graphical form, of proposed and active ancillary studies.  The Excel table used by the MESA study to depict ancillary study burden serves as an excellent example for this. 

9. The study should consider adopting a policy that only those participants completing full exams be considered eligible to participate in ancillary studies.  The Board posits that obtaining all baseline exam data should have priority over collecting ancillary study data.
NEXT MEETING: The next meeting of the OSMB is tentatively planned for November, 2008.  The meeting will begin with a closed session on the afternoon of the first day and continue with an open session the following morning. 
SIGNATURES

Respectfully submitted,

______/s 6/16/2008__________

_______/s 6/17/2008_______________
George Howard, Ph.D.

                Jean Olson, M.D., M.P.H.

Chair, HCHS-SOL OSMB


 Executive Secretary, HCHS-SOL OSMB
_____ APPROVAL
_____ DISAPPROVAL
_______________________






Deputy Director, NHLBI
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