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Obtaining Consent

· Review PCS “Face sheet - Reg/visit information” – ensure “RESEARCH-CONSENT WITHDRAWN?”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

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

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

· Ensure that all the inclusion criteria & none of the exclusion criteria are present

· Review chart to ensure that patient is not enrolled in another Research study (Research consent usually located on the front of the chart), if applicable contact study specific Research person to discuss possibility of co-enrolment. 

· Discuss eligibility & appropriateness of enrolment with ICU attending.

· If attending is not a study specific investigator discuss eligibility & appropriateness of enrolment with principle investigator or available co-investigator.

· Get update from the bedside RN & attending/resident caring for the patient re: family dynamics & to what degree they have been updated regarding their relative’s condition.

· Ensure family has been updated re: patient's progress/condition by physician.  Ask physician to introduce possibility of research staff approaching family.

· Some  industry studies may require the investigator to obtain consent (e.g. HL 10 study)

· Arrange to meet with family in a confidential area such as, the conference or interview room.  

· Have study specific SDM (surrogate decision maker) consent (located in credenza in study specific hanger file folder) in a folder. 

· Introduce and describe the study including the purpose, procedures (e.g.: blood tests, administration of study medications), technical language, risks and benefits. It must be made clear from the start that this is completely voluntary.

· Allow sufficient time alone for the family to read the consent, review & consider the request, this may involve waiting for another family member to aid in the decision-making.  

· Return to conference / interview room to field any further questions or concern. 

·  Ask the patient/SDM if they wish to discuss the study further with study specific investigator. Assure them that the study specific investigator is always available to answer any questions or concerns they may have.

· If SDM/patient declines, clearly mark on the patient's screening sheet that the family has been refused study specific consent.  This is also a good time to ask the family if they would be interested re: being approached for any further studies.  Notify ICU team that SDM/patient has declined specific study.

· If SDM/Patient agreeable to participate in Research study - ensure signatures, date & time have been recorded, if applicable including the initialling and date the bottom of each page of consent  

· Copy the original consent x 2, place one copy on the inside front of the patient’s chart, place the original in the study specific Binder and give a copy of consent to the SDM along with the  “Research in the Intensive Care Unit” pamphlet & coordinators business card for any further questions or concerns.  

· If the investigator has not signed the consent form the same day, the signature page will need to be replaced on the 2 copies once the investigator has done so and a note to file must be generated explaining different date for investigator signature.

· Document enrolment of patient into study on progress notes on patient’s chart includes statement indicating that copy of consent given to SDM/patient.  

· For all industry studies ensure investigator generated a enrolment document in subjects medical chart (refer to INVESTIGATOR ENROLMENT DOCUMENTATION instruction FOR ALL INDUSTRY located in wall file folder in ICU Research office)

· If a patient has been enrolled in an interventional study, we have permission from Queen's Research Ethics Review Board to approach families/patients for consent for an observational study & vice versa.  We cannot enrol in 2 interventional studies, but we can for 2 observational studies.

TELEPHONE CONSENT may be obtained over the telephone, if verified simultaneously by a third party (for example, the Clinical RN, Resident, ICU volunteer or attending ICU physician).  If telephone consent is obtained, a follow up signature for written consent is requested within 48 hours, unless the family member is unable to come to ICU.  If the Research coordinator is unable to obtain consent from the patient or family, the Principal Investigator may do so.

ASSENT PATIENT CONSENTS -  When  trial  includes subjects who can only be enrolled in the trial with the consent of the subject’s legally acceptable representative (e.g., minor or patients with severe dementia), the subject should be informed about the trial to the extent compatible with subject’s understanding and if capable, the subject should assent, sign and personally date the written informed consent when they are capable.

Ensure that patient is aware of the importance of any follow up procedures necessary to ensure their safety.

All discussions will be documented on the “ICU RESEARCH CLINICAL TRIAL FLOWSHEET”. In addition, also document  patient consent in the progress notes on patient’s chart  including a statement indicating that copy of consent given to patient.  

If a patient declines further participation in the study, clearly document in progress note 

· “Patient withdrawn from “insert study name” as per patient’s request 

· If applicable also document patient’s agreement or refusal to use previously collected data.
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