Lifestyle Modification Therapies CRF Module Instructions
Indicate whether or not the participant/ subject received any of the following interventions during the hospitalization or at discharge.
Note: NC = None–contraindicated.
1. [bookmark: Check1]Counseling to stop smoking or smoking cessation advice: |_| Yes |_| No |_| NC
If YES, specify the type(s) of smoking cessation treatment received:
|_| Direct discussion with patient or caregiver about stopping smoking
|_| Prescription of smoking cessation aid (e.g., Habitrol, NicoDerm, Nicorette, Nicotrol, Prostep, Zyban)
|_| Prescription of Wellbutrin/ bupropion or alternative FDA-approved smoking cessation medication if prescribed as smoking cessation
|_| Referral to smoking cessation class/program
|_| Smoking cessation brochures/handouts/video
2. Weight loss and/or increased physical activity recommendations: |_| Yes |_| No |_| NC
3. Dietary recommendations (e.g., put on TLC diet or DASH diet): |_| Yes |_| No |_| NC
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4. Formal dietary counseling: |_| Yes |_| No |_| NC
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General Instructions
This case report form (CRF) contains data elements related to lifestyle modifications/ interventions the participant/ subject received while in the hospital for the stroke event or is prescribed upon discharge from the hospital. Several of the elements were taken from /are taken from the Get With The Guidelines® Stroke Patient Management Tool and/or the Paul Coverdell National Acute Stroke Registry.
It may be important for some studies to assess how well the participant/ subject followed the lifestyle modification recommendations at subsequent follow up visits. For those studies, the Patient-Centered Assessment and Counseling for Exercise (and Nutrition) [PACE] instrument is recommended. It contains questions related to exercise, nutrition, and smoking. The PACE is copyright protected by the San Diego State University Foundation and San Diego Center for Health Interventions, LLC. Please contact this organization [Project PACE, Student Health Services, San Diego State University, 5500 Campanile Drive, San Diego, CA 92182-470; Pace Project] for a copy of the instrument that contains the code list/ permissible values and other important definitions and instructions.
Important note: None of the data elements included on this CRF is considered Core (i.e., strongly recommended for all stroke clinical studies to collect). Rather, all of the data elements are supplemental and should only be collected if the research team considers them appropriate for their study.
Specific Instructions
Please see the Data Dictionary for definitions for each of the data elements included in this CRF Module.
· Counseling to stop smoking or smoking cessation advice – If the patient refused smoking cessation advice or counseling during this hospital stay, select "Yes". If the patient has a history of cigarette smoking within the year prior to arrival date but the patient does not currently smoke, they should be advised to continue not smoking. For these patients, if this advice/counseling was not done, select "No". If the patient is prescribed Wellbutrin (bupropion), it should not be assumed that this is a smoking cessation aid unless specifically noted as such. It is sometimes used as an antidepressant unrelated to smoking. If a reason for non-treatment was documented in the medical record (e.g. not indicated, contraindicated, patient/family refused), select “NC.”
· Type(s) of smoking cessation treatment received – No additional instructions
· Weight loss and/or increased physical activity recommendations – Patients who are overweight or obese (BMI 25 or greater) are candidates for intervention in weight management or increased physical activity. Patients who exercise less than three (3) days a week for 30 minutes should receive a written activity recommendation or referral to stroke rehabilitation involving increased activity.
· Dietary recommendations (e.g., put on TLC diet or DASH diet) – No additional instructions
· [bookmark: _GoBack]Formal dietary counseling – No additional instructions
