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Working with other HCSRN sites can greatly facilitate multicenter clinical, epidemiological, and health services research. Whether two sites or twelve, multicenter research offers many advantages to HCSRN investigators and their partners—including, to name a few:

· a diversity of disciplines, participants and practice arrangements

· cross-site mentors

· the breadth and depth of biostatistical and methodological expertise 

· availability of mature, comprehensive data systems

· infrastructure resources that support collaboration 

HCSRN partnerships are highly valued for intellectual enrichment, community and collegiality. The Network stands apart for its capacity to disseminate and translate research results into health care settings.  

Essential Considerations for Investigators

Multicenter projects require more attention and nurturing than single-site projects. As such, investigators should approach multicenter projects knowing the challenges they are likely to encounter.  There are key considerations in four domains as multicenter networks are developed and sustained: (1) scientific, (2) technical, (3) interpersonal, and (4) financial.

Scientific

Leadership – The principal investigator(s) will set the tone for the overall project and must do so at the inception of the collaboration.  Critically important are the need to build authentic relationships and the need to establish an environment that appropriately balances various governance strategies (democracy, consensus building, and rare moments of autocracy).  Leaders must be able to justify both unilateral and group-driven decisions, and their communications must always be constructive and credible. 

Accountability – It’s important to cultivate an environment where everyone feels responsible for the success of the project.  Hold collaborators to milestones and deliverables, but be willing to renegotiate when circumstances warrant.  Avoid blaming or shifting blame if something goes wrong. 

“What’s in it for me?” – Every stakeholder needs to have a clear understanding of what they will gain from participating.  Ideally, everyone who wants a first-authored paper will have a chance to produce one.  Larger projects may benefit from each scientific collaborator taking responsible for a particular aim/sub-aim that reflects their scientific interests and contributions.

Gestalt – Effective study design and team constitution yield a project in which the whole is greater than the sum of the parts.  Individually and collectively, each site and the full team provide added value and capitalize on the multi-disciplinary nature of the team and/or demographic make-up of the participating sites. 

Documentation – Determine and abide by a documentation strategy, then revisit it as the project moves through stages.  Detailed minutes or a decision log is essential in the development phase and during analysis.  Once a project is in maintenance, shorter summaries or lists of action items may be adequate.  Ensure that project documentation is available to everyone, either via a Web site or wiki, or by regular and timely dissemination via email. 

IRB Review – Several strategies can help alleviate this potentially time-consuming aspect of multicenter studies, including the HCSRN's facilitated IRB review process, detailed understanding of local contextual issues, application deadlines, and requisite materials for IRB applications.  Also consider what degree of site-to-site protocol variation is tolerable, and build an overall project timeline that anticipates an iterative process.

Data Privacy – Respect for participants and their data is a high priority and investigators are expected to use the minimum data needed to perform analyses.  HIPAA data security and privacy compliance should be well understood by investigators at every site involved. Potential roadblocks can be alleviated by de-identifying data to be transferred for the analytic data set. When this is not possible and a DUA is needed, the HCSRN has developed a DUA toolkit to help navigate the process and provide general info, best practices and common pitfalls, and contacts and signatories for each site. Examples of reciprocal DUAs and an HCSRN DUA template that can be used in combination with the HCSRN Subcontract template are also available in this Toolkit.
Technical

Hardware and software capabilities – From the outset, be aware of any hardware or software constraints or requirements that each site brings to the table.  For example from site to site, it is useful to know:

· Mac vs. PC computing environment

· Browser(s) used

· Type of Email system and ability to view HTML email

· Cap on size of attachments sent or received

· Variable knowledge of hardware or software products used

Data availability – The HCSRN virtual data warehouse (VDW) is an evolving resource that relies on dynamic legacy data sources. Electronic Medical Records (EMR) also vary from site to site.  Open discussions of data needs must occur early and often.

Analytic capacity – If the eventual plan is for multiple sites to lead various analyses:

· Ensure that each site will have biostatistical support at the appropriate level for the study, or determine the role the coordinating center will play in collaborators’ analyses. 

· Create data use agreements (DUAs), subcontracts, and data sets (or limited data sets), in a manner that tries to anticipate all possible analytic scenarios.

Level playing field or least common denominator? – If one or more sites are not at the same technical proficiency or lack a critical data element, acknowledge this at the outset and discuss whether to develop the study such that all sites contribute equally, or if there are aspects in which some sites participate at a different level.

Interpersonal

The potential exists for stepping on interpersonal landmines, especially in the early stages of a new collaboration.  Positive interpersonal dynamics are more likely when both leaders and participants in multicenter collaboration are able to commit to the following: 

In-person meetings – Meet face-to-face at least once per year, more if possible, especially as a new collaboration is launched.  During in-person meetings, carve out time for social interaction and emphasize getting to know collaborators as people.

Communications – Ensure that communication is as open as possible and that decision-making is transparent.  Leaders should be prepared to explain the “who, what, when, why, where and how” of decisions.

Decision-making – Larger multicenter projects (e.g., 7 or more sites) might benefit from an executive leadership committee, particularly if a project is comprised of two or more major sub-projects.  Making every decision via a large committee may become cumbersome or even tedious. 

Sub-grouping – Inevitably, small sub-groups of collaborators may form, which could result in alliances and sidebars.  These can be potentially detrimental to overall project functioning.  Such alliances may be driven by diverging opinions on how to handle particular project issues, or may be an artifact of pre-existing relationships.  Forging strong overall team cohesion is one mitigation strategy.

Damage control – Behavior patterns to monitor and curb if necessary include regular second-guessing of the leader’s or group’s decisions, infighting, non-adherence to tasks and deliverables, and non-response.

Financial

Equity – There are too many variables to ensure that every collaborator will receive an equal share of the pie.  But to the extent possible, if sites are performing equivalent tasks, the allocations should be as similar as possible with respect to staffing/FTE levels. 

Administrative simplicity – Some multicenter projects have developed budget checklists and related instruction documents. These, plus clear timelines, can ease some of the administrative complexities and ensure consistent dissemination of information. 

Anticipation – Prevent surprises by collecting information early about F&A (indirect) rates, benefit rates, and salaries.  Determine whether a project is likely to exceed the NIH $500,000 cap and plan accordingly. 

· Research administration staff – Projects should involve grant and contract personnel as full team members from project development through the early post-award phase, as contracts and schedules are developed. Conference calls between all sites’ grant administrators may be warranted at key junctures of a project.  Whenever possible, pivotal cross-site discussions should also include study personnel from other departments, e.g. survey research and information technology (IT).


Building a Multicenter Team

The culture of collaboration in the HCSRN is one of intellectual partnership and shared opportunities. Previous research has shown that “mutual interdependence” is a key characteristic of successful collaborations, wherein all parties gain something that would not otherwise be gained in a non-collaborative environment.  In addition, the HCSRN has found that thoughtful communication is essential for successful ongoing collaborations.  It is crucial to identify strategies that enable us to collaborate efficiently, and maximize both scientific opportunities and financial gains.  A second imperative is the promulgation of effective approaches to data sharing and assurance of data protection.  All of these goals can be simultaneously achieved through open communication and thoughtful understanding of site-specific concerns.

Multi-center Budgeting Tips and Best Practices

HCSRN sub-awardee budgets typically include FTE for a local investigator, project manager, and programmer at each site at a minimum. Whenever feasible, budget for travel for face-to-face meetings at key points in the project (e.g., kick-off, onset of analysis).

Naturally, all of this can add up to a good deal of cost. If the budget is over $500,000 per year, you may have to get special permission from the project officer at NIH prior to submission.  The number of sites may be scaled back to meet budget constraints. It is important for the lead investigator(s) to employ good communication and transparency if scaling back is needed. This will help you avoid misunderstandings and bad feelings between sites. Other key considerations include:

Remember that general office supplies are often calculated as a percentage of FTE by site.

Be aware that various organizational and billing structures may result in additional costs at some sites (for example, costs to pull hard-copy charts for validation studies). 

Indirect (F&A) costs vary across research centers. Most percentages range from the low-40s to the upper-60s. While this is not an issue for funding mechanisms only considering direct costs, but is an important consideration for those based on total costs. 

Ten tips for successful collaborations


Be proactive. Construct data use agreements and policies that anticipate collaborative analysis and publication. 


Avoid second guessing. Leaders solicit input appropriately and decision making is transparent. 


Build trust. Leaders are attentive and respectful. 


Capitalize on efficiencies and products of other HCSRN studies.


Clarify roles and expectations among leaders and team members at the onset. But be realistic—investment and engagement will vary from person to person, site to site. 


Discuss papers early and often.


Don’t strain resources or relationships. Be wary of “scope creep”. 


Empower success. Delegate authority, but design a safety net when assigning responsibility to individuals or subgroups.


Maximize face time.  One in-person meeting is worth more than 10 conference calls. 


Share opportunities and mentor junior scientists.








