
Appendix D. Safety Protocols 

 

Safety Protocol for Clinic Blood Pressure Readings and Participant-Reported 

Symptoms: 

 

If participant is asymptomatic and has no complaints: 

Systolic Diastolic Interpretation  

<120 <80 Do nothing 

120-139 80-89 Do nothing 

140-159 90-99 Do nothing 

160-179 100-109 

High – Recheck in 15 minutes; if still elevated, tell participant to see her 

doctor for follow-up within one (1) week. If no physician, refer 

participant to primary care clinic.  

180-209 110-119 

Very High – Recheck in 15 minutes; if still elevated, tell participant to 

call her doctor today and have BP rechecked within 24 hrs. If no 

physician, refer participant to primary care clinic (if can be seen 

immediately) or to emergency room/urgent care.  

>210 >120 

Urgent – Recheck in 15 minutes; if still elevated, have participant seek 

immediate care (i.e. escort the patient to the emergency room, urgent 

care, or physician’s office).  

If the participant’s BP readings during this visit fall within any of the ranges highlighted in 

grey above, the RA must call one of the clinical investigators who will triage and arrange for 

appropriate medical care.  

If the participant has any complaints or symptoms at any clinic blood pressure level the 

RA must call one of the clinical investigators who will triage and arrange for 

appropriate medical care. Evaluation and referral will be determined by evaluation of the 

participant in context of her symptoms. 

 

Safety Read Protocol for MRI: 

Addressing Incidental Findings for Brain MRI, Safety Procedures:  

Day of the scan: A radiologist will first determine whether the quality of the scan lends itself 

to a clinical reading. If so, the radiologist reviews the scan for masses, hemorrhages, infarcts, 

other vascular lesions, and white matter hyperintensities. On the basis of this review, the 

scans are assigned a “grade” of Level 1 (no clinically significant abnormality), Level 2 

(minor findings), Level 3 (abnormal findings), and Level 4 (acute abnormality). For Level 1 

and 2 scans, a letter is sent to the participant summarizing the safety review of the research 

MRI scan. For Level 3 and 4 scans, a letter is sent but the participants are also informed of 

the results by a physician (principal investigator) by phone or in person. Letters will notify 

each participant whether or not there are any medically significant findings. If the MRI 

technician suspects that an MRI reveals evidence of a significant lesion, the technician will 

notify the principal investigator or a co-investigator. If the credentialed radiologist 
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determines that the finding is of urgent clinical concern, the radiologist immediately provides 

an oral report followed by a handwritten or typed note to the investigator. The participant 

will be taken to the emergency room and, with permission from the participant, their primary 

care physician will be informed about the findings. A final written transcript of this clinical 

reading will be provided within two weeks of the oral report. These procedures are subsumed 

under the response to a “Level 4” finding, which is explained in further detail below.  

Within 2 weeks of the scan: Within two weeks of image acquisition, every scan will be 

examined by a board-certified radiologist for gross structural abnormalities. Letters will 

notify each participant whether or not there are any medically significant findings. If an 

abnormality or minor finding has been identified, the letter will invite the participant to 

contact the principal investigator and research staff to request that this information be shared 

with her physician. If the participant does not have a physician, we will refer them to a 

physician at our center. Participants are informed that because this MRI scan is being 

performed for research purposes only it may not show problems that would normally be 

found in a typical clinical MRI scan ordered by the participant’s doctor for a specific medical 

problem. The participant will have the opportunity to discuss the results in detail with the 

principal investigator. Level 4 findings would typically be caught by the technician on the 

day of the scan and the day-of-scan procedures will be implemented. However, if a Level 4 

scan is reviewed at a time later than the scan date, the procedures above will be implemented 

and the participant will be contacted immediately by phone or in-person. With permission 

form the participant, their primary care physician will be informed about the findings.  

Examples of Level 1, 2, 3, and 4 findings are as follows:  

Level 1 NO CLINICALLY SIGNIFICANT ABNORMALITY: Minimal paranasal sinus or 

mastoid inflammatory disease, chronic sinusitis, venous angioma (DVA), thronwaldt cyst, 

choroid cyst, pineal cyst, small arachnoid cyst, mega cisterna magna, non-dilated ventricular 

asymmetry, empty sella.  

Level 2 MINOR FINDINGS: Acute sinusitis (with air/fluid levels) ormastoiditis, non-

specific patchy white matter lesions (probably chronic ischemia in periventricular white 

matter, basal ganglia or pons), chronic infarct, chronic trauma, tonsillar ectopia, severe 

generalized atrophy ,focal atrophy (e.g. isolated brain stem and/or cerebellum), possible 

demyelinating disease (non-enhancing).  

Level 3 ABNORMAL FINDINGS: Aneurysm, other vascular malformation (e.g. cavernous 

or AVM), brain mass or infiltrating lesion with minimal edema or mass effect (e.g. glioma, 

small possible metastases), possible acute demyelinating or inflammatory (e.g. Lyme) 

disease with enhancement.  

Level 4 ACUTE ABNORMALITY: Acute infarct (DWI positive), acute hemorrhage (e.g. 

SAH, SDH, hematoma), mass with prominent edema or brain compression (intra- or extra-

axial), acute hydrocephalus (trans-ependymal CSF) 
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