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Screening, Enrollment, and Other Startup Tips

1) Use all permissible resources at your site for screening as it pertains to the study, FDA, and HIPAA regulations and ICH guidelines. Consider reviewing the following:
· Daily cath lab schedule (for cardiac studies) or echo schedule

· ER/hospital admissions
· Lab lists of elevated CK/troponin values 

· Reviewing physician census/unit census 

· Daily printout from lab for gram stains and cultures (for antibiotic studies) 

· Surgery schedules (for surgical studies) 

· Clinic schedules

2) Circulate through the units and/or applicable departments every day and make contacts in every department (case managers, nurse practitioners and PA/fellows, and/or residents, if you are in a teaching hospital).

3) Keep a binder labeled "Interested in Research" with a list of previous patients who may have completed studies previously and have noted their interest in participating in studies (if compliant). This list could include patients who are interested but who may have called at a time when they did not qualify for a study or were a screen failure.

4) Be willing to share: if they do not work for one study, they may work for another.

5) Have pocket cards and other materials (i.e., checklists or study orders specifically outlining step-by-step instructions) to remind study and hospital staff about the study and how to contact the study coordinator and investigators. Post in break rooms, and/or nursing notebooks or bulletin boards above computers as permitted by your institution’s policy.
6) Provide in-service and contacts in all applicable departments early in the study and do additional training and in-services throughout the study. This will help with enrollment and compliance with study-required assessments. Be available when they need you, and include your contact information on all applicable study materials.
7) Get study staff and referring physicians involved. For example, one coordinator made up bags of Red Hots with a brief inclusion/exclusion attached for the Red-HF study; another provide small tubs of Play‑Doh for the Plato study. Recognize physicians and post in the board meeting or send out an e-mail.

8) Network with other physicians in your area.

9) Notify subjects early by sending the consent in the mail prior to their visits. This gives them additional time to really consider the study and make an informed decision, so that they can have a list of questions ready when they come and gives any family a chance to look at what their family member may be doing.  Fully informing patients upfront could help identify any non-compliance early.

10) Set aside plenty of time for your screening visit; do not let the patient see that you are in a hurry.

11) Be prepared and know your consent and protocol: Patients can tell if you do not know what you are talking about.

12) Use screening and enrollment logs. Use ones that suit you and help you keep your patient visits organized. Having in one place a log that keeps up with patient visits, screen fails, withdrawal, etc., makes continuing reviews easier.

13) Some may think this silly, but it is a motivator: Ringing a loud bell in your department each time a coordinator enrolls/randomizes a patient can cause everyone to cheer/clap.
14) Offer reimbursement for follow-up visits for study-related expenses (such as gas or travel, parking, daily meal, etc.) if allowed per your IRB and sponsor.
