
PROCEDURES FOR RECRUITERS FOR THE RESEARCH REGISTRY:

SUBJECT IDENTIFICATION and TRACKING

•  Screen charts of all new admissions with a diagnosis of CVA (Cerebrovascular accident) or TBI (Traumatic Brain Injury).

• A CHART REVIEW FACE SHEET is available to assist your work in screening patient's charts. 

• Complete the network version of the PATIENT SCREENING LOGS for Stroke (CVA) or Traumatically Brain-injured (TBI) at the end of each screening day. The log identifies  patients by name, so you can keep track of who you have approached and the disposition on each. Column 1 (far left) captures the overall enrollment status for each chart screened (8 choices): 

MRXXXX- Patient number if enrolled

FAIL (Patient fails criteria to be enrolled in the Registry)

DECLINED

ER DC or AMA (discharged to acute care within 8 days or discharged self against medical advise)

MAYBE

PASS-NO RESOLUTION (discharged after 8 days without contact or without disposition if contacted)

ALREADY ENROLLED

SCREENED ON  PRIOR ADMISSION

General Criteria for Stroke (CVA)  or Head Injury (TBI)  participation in the Patient Registry:
Inclusions:

c. Diagnosis of CVA (etiologies: thrombosis, hemorrhage or ruptured aneurysm)

d. Diagnosis of TBI (etiologies: blunt or penetrating)

e. Age:  >16 years (upper limit-80 years)

Exclusions:

1.   Psychiatric History: exclude patients with a previous medical history of 

schizophrenia or other major psychosis (e.g. disabling depression, bipolar disorder) that required  multiple hospitalizations.  DO NOT exclude if psychiatric symptoms first occurred AFTER a stroke or head injury. 

2.  Significant Sensory Deficits: exclude patients with confirmed blindness in BOTH 

eyes and patients who are confirmed as profoundly deaf and would not be able to 

hear the examiner state the task instructions. (Sensory deficits of lesser degrees 

will be evaluated by each researcher at time of screening for a particular project).

3. Degenerative CNS disease: Exclude patients with diagnoses such as: Multiple 

Sclerosis, Parkinson’s, or Alzheimer’s.

4. Developmental Disorders: e.g. syndromes with Mental Retardation as a 

       characteristic.

5. Prior CNS insult or Other Condition:  Cerebral Palsy, Childhood or longstanding  Epilepsy (not just seizure disorder that is idiopathic), Meningitis, Anoxic, Viral or Metabolic Encephalapathy, 

6. Brain tumor/cancer: (both non-metastatic and metastatic) are excluded. 

7. Dual Diagnoses: History of Non-Concurrent (prior) CVA is an exclusion for TBI, but not CVA registrants.  History of Non-concurrent (prior) TBI is an exclusion for CVA, but not TBI registrants.

8. Miscellaneous:  Patients may be excluded for other reasons including: moving permanently beyond the Northeast Region with no ability to return to participate, little or no English language comprehension and lack of an available translator, status at discharge from rehab is determined to be “medically fragile” (e.g. complicating medical conditions e.g. renal or heart problems prevent the patient from sustaining an outpatient session).

9.  Patients are NOT excluded for history of Alcohol or Substance Abuse: Determination of ability to participate in research will be made on an individual basis by each research team at the time of enrollment. 

• Use the network Patient Screening Logs  1) to note a brief reason if a new admission failed to meet criteria;  2) declined to participate and why e.g. “I don’t have any interest in this.”; 3) to note if a patient was discharged prior to your ability to meet with them; 4) to note if you met with the patient, but could achieve no resolution prior to the patient's discharge; 5) or to indicate if a patient said “maybe”, that is, he/she agreed to a call in 4-6 months; or 6) to log a consented patient, along with their ID code. If there are outstanding patient names on the Screening log A at the end of the month (Admitted patients whose charts you have not yet screened or patients who are not discharged, but still "in process" with you), TRANSFER their names to the next month's list.
OBTAINING WRITTEN INFORMED CONSENT-INPATIENTS

(The following text is taken directly from the PRC guidelines for the consenting process.)

Getting written informed consent from a subject prior to placement in the “Patient Registry” is a critical step in the research process.  Authorities on the ethics of biomedical research maintain that the competence to give truly informed consent is evidenced by the ability to: (a) describe the experiment or protocol; or if, nonverbal (b) demonstrate understanding of the conditions of the study or protocol through a “yes”/”no” response; (c) describe expected outcomes with or without experimental therapy, if appropriate; and (d) be able to remember the protocol over time. 

For our diagnostic groups (e.g., inpatient stroke or TBI), the judgement that the patient is mentally/cognitively competent to give informed consent is inevitably open to dispute.  (Note that we are not referring to the legal definition of ‘competence’ but whether the potential subject has the capacity to understand the purpose of the study, the methods involved, etc.)  For such patients, even professionals will disagree as to the answer.  Family members will have their own point of view on the matter.  Consequently, an involved family member should ALWAYS be “involved” when consent is sought from a patient with a diagnosis of stroke or TBI.  This DOES NOT mean the family must be present when the patient signs.  It DOES mean they must be aware that you approached the patient and what the patient consented to do. (In some cases, however, a competent patient may request that no one from the family is involved and that should be respected. However, always concur with the patient’s physician that the patient is decisionally-competent, and document that in the patient’s chart.)

RECRUITING PATIENTS FOR RESEARCH PROJECTS:
When recruiting inpatients for the “Patient Registry”, the following procedures should be followed:  

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 competent 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.  If a site recruiter is unable to make contact with a designated decision-maker, that patient is NOT ABLE to enroll in the Patient Registry. 

Informed Consent Process 



TBI and CVA-INPATIENTS

PATIENT IS CLEARLY NOT DECISIONALLY-COMPETENT     
1. If the patient is clearly not competent, do NOT approach the patient for consent except in the presence of a family member.  Do NOT leave a brochure in the patient’s room.  

2. Plan to contact a family member about a week into the patient’s hospital stay, but always check first to be sure: who the appropriate family member is, and if it is a good time to contact the family. There is always the possibility that the family is too stressed to hear from us at the present time, in which case we can defer approach until after discharge from the acute care program. TBI – Drucker unit 4th floor: Patients are assigned to one of  two teams- either Dr. Cho or Dr. Pelensky.  Weekly we receive an update from Caron Morita re: when we can approach patients for the Registry. We always defer our approach until AFTER the TBI teams have approached the patients for the Amantadine and Model Systems studies. Caron will alert you to any family issues that you need to be aware of. CVA- 2nd,  3rd floors:  Check with one of two social workers assigned to inpatients on the units via any method. They are equally amenable to e-mail, voicemail or in-person check-in visits.  The social workers will direct you to the appropriate attending or resident, if either of them is unable to answer your questions about the family situation.

3. Once appropriate timing is confirmed, call the family member at various times up to 3X before leaving a message.  Only leave a maximum of 2 messages on a voicemail.  

4. When you reach the family member, explain the Registry briefly and offer to meet with the family member, along with the patient, at his/her convenience, to enroll the patient if they are interested. 

5. If he/she agrees to meet you, make an appointment (be very specific about day and time), or explain and obtain their proxy consent over the phone first (You can then approach the patient to attain “assent” to the idea of being involved in the registry, if the patient is capable of interacting with you).  In addition, ask that family member whether there is another family member closely involved with the patient’s care who would also wish to be contacted; obtain verbal proxy consent from that additional individual.  

6. If the family member gives verbal proxy consent over the phone, you must wait until they come into the hospital to actually sign the consent form before placing the patient’s name in the patient registry. Family member(s) should sign the consent form in the designated spot for “consent”. 

7. REMEMBER: If a patient is deemed incompetent to provide informed consent (disoriented, can not comprehend sentence length speech, or can not remember what they have been told for the duration of the visit), and you are unable to make contact with a family member, the patient will not be able to enroll in the patient registry. 

8. If the family member does NOT want the patient to be involved, say “That’s fine. I’ll leave the brochure in _____’s room in case you want to pursue this at a later time.” 
9. If the patient has no family or no one acting as power of attorney, it is not possible for that patient to participate.

THE NEED TO ATTAIN ASSENT

Research ethics dictate that in addition to the formal “consent” document, you should always try to solicit “assent” from patients if; 

(1)they are adults who are deemed incapable of making the primary decision; or,  

(2) if they are under 18 years of age, and a parent or guardian is making the primary decision.  Complete the “Children’s Assent” form with children under 18 years of age. This form attempts to elicit assent with age appropriate language regarding the study.  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-COMPETENT 

1. If the chart review results in a judgement that the patient is ‘decisionally-competent’, proceed as follows (if during this process, the patient appears to not be ‘decisionally-competent’, revert to the previously described procedures.)

2. The project and the consent form is discussed with the competent patient first approximately one week after the patient’s admission.  Query 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. 

3. Inform the patient that it is standard procedure to ‘involve’ a family member in the consent process as a courtesy to let them know that you have been in to see the patient. If the patient agrees, take the following steps. Contact the family member by phone. 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.) 

4. 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, 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.  

5. If the family member is in agreement, the recruiter can consent the patient without a family member present.  If the family member does not want the patient to be involved with the Patient Registry, say “That’s fine. I will leave a brochure with ______ in case you want to pursue this at a later time.”  It is clearly not worthwhile to engage in a battle to enroll a patient.  You will most likely have future opportunities to enroll the patient when they begin OP treatment or return for a Physiatry appointment

6. Leave a brochure with the patient. Be sure NOT to say anything disparaging about the family member, just that they didn’t want to pursue it at this time. Point out to the patient that a recruiter can always be contacted at a later time (contact information can be found in the brochure.) 

7. Note:  If a clearly-competent patient with a mild TBI or CVA specifically asks you NOT to contact a family member, ask the attending physician to clear the patient’s ability to make this decision; document that the physician gave the okay to proceed; and then enroll the patient. Have the patient sign the waiver of notification on the consent form. 
8. Written consent is obtained from the patient in the presence of a witness, who signs on the designated line.  This witness must be someone other than a family member.  The minimum standard is that the witness be able to attest to the fact that the patient did indeed sign.  The higher and more desirable, standard is for the witness to be able to attest to the fact that a good faith attempt at full disclosure was made and that the patient made an informed voluntary decision to participate. The competent patient may be entered into a study or the “Patient Registry” as soon as he/she has signed the consent form.

9. If the competent patient does not want to participate, the family is not called.  Log that the patient has declined. 
10. Complete the physician notification letter that the patient was approached and either agreed or refused to participate.

COMPETENCY IS UNKNOWN OR UNCLEAR

Follow all procedures for the “incompetent patient”.  

TBI AND CVA OUTPATIENTS

Follow all procedures as described above for inpatients.  It is always preferable to involve a family member.  A copy of the consent form and Einstein Authorization are always given to the patient, and it has been our experience that the legalese in these forms is often open to misinterpretation by family members. 

INFORMED CONSENT PROCESS FOR MAIL-IN ENROLLEES

In cases where a patient/family member initiates a request to enroll (e.g. through our outreach flyers to area hospitals), the entire process can be completed by mail, after the initial phone contact.  It is not necessary to speak to a family member if only the patient has initiated the call.  The form that is mailed designates where a family member’s signature is required.

• When you are speaking to families about the consent, be sure to ask the designated questions relating to demographic information and medical history that are unlikely to be found on the chart.  These have an “F” preceding them on the Patient Registry Data Form. 

Reminders:  This process can be tedious and time consuming, but it is extremely important for obvious ethical reasons.  Please consult the Registry Coordinator if you have any questions.  Remember we are under a time constraint for inpatients.  Approach new patients early in their stay (within the first week).  Always approach patients with a smile and a comforting attitude.  Introduce yourself and tell them your title, and if at all possible shake their hand. A good way of getting patient and family consent at the same time is in the late afternoon (just before or after dinner).  Families are more likely to be present at the hospital for visiting hours around these times.  However, you may find that the most efficient way to meet the family is to schedule an actual appointment.

The Patient Registry consent form: 

All consent must be in writing on the specific IRB-approved consent form.

1.Explain the registry briefly and enthusiastically in a few sentences.  (See written script for further verbal approach suggestions)  Describe the Registry as an effort to coordinate thousands of Philadelphia-area volunteers who wish to participate in research projects. Talk about how these studies are trying to increase understanding of how abilities like speech, attention, memory and action are affected by a stroke or brain injury, and what changes go along with recovery.  Stress that if the patient accepts the invitation to participate, they are not obligated to participate in any studies, but will be notified by telephone of all new studies for which they qualify.  They can make the decision about whether or not they wish to participate at the time they are called.  They will be paid for their participation to cover travel expenses. 

2.At this point ask the patient if they would be interested in participating.

3.If they are not, you may wish to ask why they are not willing, so that if it’s simply

because they have a misunderstanding with what you are asking them to do, you can explain in more detail.  If they are not willing to provide a reason, that is fine.  Later, mark the patient as a ”no” on the Patient Screening Log sheet. If they are interested in placement in the Registry, continue.

RECORDING APPROACH AND PARTICIPATION

When a patient agrees to participate in the Patient Registry: 

1. Explain (not necessary to read verbatim) the consent form paragraph by paragraph stressing the Confidentiality section which contains the HIPAA-related language.  The patient is given a copy of the signed consent form, and the Moss Privacy Notice. 

2. If the patient is under 18 years of age, explain and complete the “Children’s Assent” form.

3. Store the signed original(s) in a secure location for later transfer (see TRANSMISSION OF DATA). 

4. Regardless as to whether the patient consents or declines to participate in any project, the attending physician is sent a letter documenting this transaction (place on the front of the medical record.

5. A progress note is then entered into the medical record.  An example of the chart entry follows: (entry must be indented)

DATE/ Neuropsychology Research


Patient X has agreed to participate in the Patient Research Registry under the

direction of Dr. Myrna Schwartz.  Consent form has been signed and a copy 

placed in the front of chart.  If there are questions, please contact Adelyn Brecher at extension 6-9985.





Name__________________       ____________






Research Assistant               Extension

 If the patient/and or family does not consent, write the same chart note as above substituting   “declined” for “consented” and delete the second line “a copy…”, and cross out the second paragraph of the physician notification letter. If there are any special consenting conditions, include these in your note e.g. if a patient refused to involve family members, but was cleared to self-enroll by the attending physician.

6.   If the patient and family consent to participate in the Patient Registry, proceed to collect data variables.  

DATA COLLECTION:
• Complete the PATIENT REGISTRY DATA FORM.  

PARTS 1 & 2 (Demographics and Medical History) can be completed from review of the patient chart and also supplemented at the time of the family interview during the consent process.  When completing PART 3 (Clinical Information Variables), supplement or clarify information, if necessary, by locating the acute care transfer file and/or attending the weekly or bi-weekly team conference meetings.  If available, photocopy and attach any MRI or CT report found in the acute care or rehab records.  If available for patients with aphasia, photocopy and attach the initial speech therapy evaluation so we have a “ clinical language snapshot” of the patient. 

• Legibility is EXTREMELY important. 

WHAT TO DO WITH THE DATA?

1. Complete the networked screening logs as often as you have updates.

2. Shred the Chart Review Face Sheets when the patient’s case has been resolved.

3. Original consent forms (signed by all parties), Privacy Notice,  and the Children’s Assent Form (if necessary)  - are kept in a file cabinet at Tabor Road right now, but will eventually be filed at Elkins Park.  Keep these secure. Weekly, bring them to the staff meeting for Adelyn’s signature.

4. Patient Registry Data Forms are needed to input data into the database, then they are shredded.

5. FIM admission and discharge scores will not be available on the chart, but  can be accessed at a later date.  










                                                                                   REV: 11/10/06  -Procedure Manual: page 11

