INFORMED CONSENT PROCESS FOR INPATIENTS


DETERMINING DECISIONAL IMPAIRMENT
Site recruiters should use at least three measures to determine a patient’s decision-making capacity to comprehend the informed consent process prior to introducing the Research Registry: (1) chart documentation; (2) interviews with staff members; and, (3) multiple, if necessary, informational interactions with the patient.  If the patient is clearly not capable to make decisions (i.e. disoriented, unable to attend, remember or comprehend simple sentences due to cognitive impairment), the procedure is terminated until a family member or surrogate decision -maker is available, preferably in person, but acceptably by phone.  


PATIENT IS CLEARLY DECISIONALLY-IMPAIRED
· We do not approach the patient for consent except in the presence of a family member.  

· If a patient is deemed decisionally-impaired and we are unable to make contact with a family member, the patient CAN NOT be enrolled in the patient registry. 

ATTAINING ASSENT 

· We do, however, try to solicit “assent” from patients if they are adults who are deemed incapable of making the primary decision; or, if they are under 18 years of age, and a parent or guardian is making the primary decision. If a child under 18 is incapable of responding to the “assent” form at the time of research registry enrollment, continue the consent process with the parent or guardian.  Then, at a later date, the child will have the opportunity to register assent prior to participating in a study, when more cognitively aware.

PATIENT IS CLEARLY DECISIONALLY-CAPABLE 

· If the chart review results in a judgement that the patient is capable to make decisions, we proceed as follows:

a. The consent form is discussed with the patient, querying him/her for the level of understanding of the main points (e.g. “What did you understand from what I just read to you?”). If the patient has a speech output deficit (e.g., aphasia), questions may be structured to maximize responses (e.g. yes/no questions).  With respect to the requirements of being able to recall the research protocol over time, the expectation is that minimally, the patient should be able to recall this information for the duration of the informed consent interview, so that they recall why they are signing the consent form.  Patients with specific memory deficits are not expected to recall this information over longer time periods.
b. Inform the patient that it is standard procedure to ‘involve’ a family member in the inpatient consent process as a courtesy to let them know that you have been in to see the patient. (This is the case with all activities at MossRehab.  The culture in our institution is very family-oriented.) Ask the patient if this is okay with him/her. If the patient agrees, contact the family member by phone to describe the Registry and notify them of the patient’s desire to participate and obtain a verbal “assent”.  (NOTE: This is not “co-consent” or proxy consent.  In this case, we are notifying the family that the patient wants to participate, NOT asking the family if it is okay.)  However, family members may want to have more information, or a chance to discuss this with the patient and be actively involved in the decision.  In some cases they may argue against participation for the patient, due to prior bias about research in general, or simply because they feel they can’t get involved in the transport. It is always best to anticipate this and pre-empt any concerns.  If the decisionally-capable patient is reluctant or unwilling to have a family member involved for any reason, we have the patient sign the waiver on the consent form and continue with the process of enrollment.  We also, in this case, ask the patient’s physician to concur that the patient is decisionally-capable, and make a note of that in the patient’s medical record.

c. Written consent is obtained from the patient in the presence of a witness. The decisionally-capable patient may be enrolled in a the Research Registry as soon as he/she has signed the consent form.

Informed Consent Process for Outpatients


PATIENT IS CLEARLY DECISIONALLY-IMPAIRED: Same procedure as with inpatients

ATTAINING ASSENT: Same procedure as with inpatients

PATIENT IS CLEARLY DECISIONALLY-CAPABLE: Same procedure as with inpatients-with the exception that if an outpatient does NOT want to involve a family member, we do not have to ask his or her physician to concur with decisional-capability. The outpatient can be enrolled at any point after signing in the presence of a witness.

