Antithrombotics and Risk Factor Controlling Medications
CRF Module Instructions
[bookmark: _Ref419296445][footnoteRef:1]For some studies (e.g., clinical trials) it may be important to record the details of each medication administered during the study on a Prior and Concomitant Medications form. The General CDEs include a Prior and Concomitant Medications template form.  [1:  Supplemental – Highly Recommended (See Start-Up document for details)] 

[bookmark: _GoBack]In-Hospital Medications
1. Did the participant/ subject receive arterial dose anticoagulants1? |_| Yes |_| No
IF YES, type(s) of anticoagulants received1: (choose all that apply)
 |_| Unfractionated heparin IV
|_| Full dose LMW heparin (Enoxaparin, Others)
|_| Warfarin (Coumadin)
|_| Fondaparinux (Arixtra)
|_| Other, specify: 
2. Did the participant/ subject receive arterial dose antiplatelets1? |_| Yes |_| No
IF YES, type(s) of antiplatelets received1: (choose all that apply) 
|_| Aspirin
|_| Aspirin/Dipyridamole (in separate formulations or as Aggrenox)
|_| Clopidogrel (Plavix)
|_| Ticlopidine (Ticlid)
|_| Other, specify: 
3. Was the participant/ subject diagnosed with VTE? |_| Yes |_| No (Skip to 4)
(VTE = extracranial venous thromboembolism)
A. IF YES, diagnosed with which type(s): (choose all that apply) 
|_| Deep venous thrombosis (DVT)
|_| Pulmonary embolism
|_| Other, specify: 
B. IF YES, type(s) of VTE prophylaxis used: (choose all that apply) 
|_| Low dose unfractionated heparin (LDUH) (Answer 3C)
|_| Low molecular weight heparin (LMWH) (Answer 3C)
|_| Intermittent pneumatic compression devices (IPC)
|_| Factor Xa Inhibitor
|_| Warfarin
|_| Venour foot pumps (VFP)
|_| Oral Factor Xa inhibitor
|_| Other, specify: 
C. IF heparin (i.e., LDUH/ LMWH) used, provide dose: (include units)
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Discharge Medications
4. Which class(es) of medications was the participant/ subject prescribed at hospital discharge? (choose all that apply)1
|_| Anticoagulants (Answer 4A and Skip 5)
|_| Antiplatelets (Answer 4B and Skip 5)
|_| Antihypertensives
|_| Anti-diabetic agents
|_| Lipid lowering agents
A. IF anticoagulants prescribed, specify type(s)1: (choose all that apply) 
|_| Unfractionated heparin IV
|_| Full dose LMW heparin (Enoxaparin, Others)
|_| Warfarin (Coumadin)
|_| Fondaparinux (Arixtra)
|_| Other, specify:
B. IF antiplatelets prescribed, specify type(s)1: (choose all that apply) 
|_| Aspirin
|_| Aspirin/Dipyridamole (in separate formulations or as Aggrenox)
|_| Clopidogrel (Plavix)
|_| Ticlopidine (Ticlid)
|_| Other, specify: 
5. Reason(s) antithrombotic therapy (i.e., anticoagulants and antiplatelets) was not prescribed at hospital discharge:
|_| Allergy to or complication related to aspirin, ticlopidine, clopidogrel, dipyridamole, warfarin or heparins (history or current)
|_| Patient/Family refused
|_| Risk for bleeding or discontinued due to bleeding
|_| Serious side effect to medication
|_| Terminal illness/Comfort measures only
|_| Other

General Instructions
This case report form (CRF) contains data elements related to antithrombotics and other medications the participant/ subject is treated with 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.

Some of the CDEs are Supplemental- Highly Recommended based on study type, disease stage and disease type. Please refer to Start-Up document for details. 
Specific Instructions
Please see the Data Dictionary for definitions for each of the data elements included in this CRF Module.
The CRF includes most of the instructions available for the data elements at this time. One element has some additional instructions not included on the CRF:
· Reason(s) for no antithrombotic therapy – If reasons are not mentioned in the context of antithrombotics, do not make inferences (e.g., do not assume that antithrombotics are not being prescribed because of a bleeding disorder unless documentation explicitly states so).
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