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NB:  
DUE TO PRIVACY ACT EFFECTIVE MARCH 2006-07-20

Patients and families who have WITHDRAWN RESEARCH CONSENT are not to be screened for research studies. Penalties in effect are $50,000 for employees and $250,000 for the institution. 



SCREENING

· MUST Review PCS “Facesheet - Reg/visit information” – ensure “RESEARCH-CONSENT WITHDRAWN?” reply is not “YES”

· If reply is YES – you may not screen patient for Research purposes

· ONLY obtain information for  KGH quality assurance data related to first 24hrs of ICU admission – refer to MDS data collection SOP

· If reply is blank or no – you may screen patient for Research purposes

· Place a check mark in right upper outside corner of the ICU screening sheet (refer to attached ICU Research screening sheet) 

· All patients will be screened daily  - exceptions are paediatric patients (<18),inmates and RESEARCH CONSENT WITHDRAWN PATIENTS (see above)

· Screening will be done by bedside evaluation or computerized chart review. 

· Screening is to be completed by multi-disciplinary rounds. 

· Multi-disciplinary or “paper rounds" held daily in the conference room are to be attended by one of the research coordinators.  This is an opportunity to discuss potential or pending enrollments, difficulties with present study patients et cetera

· If a potentially eligible patient is identified but there are questions not clearly answered by the inclusion/exclusion criteria or protocol, contact the specific company/person responsible for the trial.   The phone numbers/pagers of the corresponding resource people for each study are found in the Regulatory binders.  Do not hesitate to contact these people, that is what they are there for.  

· Enter all patients actively screened in the appropriate study specific screening log & ICU RESEARCH ACCOUNTABILY LOG (located on Z drive) - be sure to include the screening/eligibility codes (where applicable) for failure



WEEKEND & OBSERVED HOLIDAYS SCREENING / CALL  

· If not in office Friday, check with person screening for any outstanding issues for weekend.  These would include study patient follow-ups, specimen collection, lab follow-up, patients still receiving drug and any potential enrolments over next 48 hours.

· You are expected to come in and check any study patient who is still receiving study drug to ensure correct drug administration/reconciliation, monitoring for AE’s/SAE’s, & protocol violations.  

·  It is expected that patients in the early phases of any of the studies will be seen on the weekends and that their documentation is correct and up to date.

· Review with the attending or resident on call for any potential study patient eligibilities (via phone or in person at the discretion of the study coordinator). 

· For patients on the wards requiring follow-up for SAEs, it is reasonable to call the floor and check with the patient's nurse.  Once they are off study drug and have been discharged to the floor, it is reasonable to wait until Monday to do the paperwork.

“On weekends and holidays there will be an on-call person; who carries a pager (schedule will be posted in advance) with the exception of the weeks between Christmas Eve and News Year Day.” (Page 1 - Policy and Procedure for ICU Research Working Group 2003.)
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