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Overall guide for Site Leads - For Non QoL sites
Before data collection commences:
1. Familiarise yourself with the SeaSHeL Study Protocol (Documents #1).
2. Publicise the study within your ENT/Audiology departments. You can enter your details on the study poster provided (Document #2), print the poster and use it for advertising the study.
3. Please let your R&D department know that you are commencing data collection, and that you have received the ‘green light’ from the study sponsor. 

To prepare for patient recruitment and data collection:
1. Keep printed copies of Documents #3, #4, and Data Collection Forms A, B and C
2. Screen potential patients to assess their eligibilityInclusion criteria:
· All adult patients (male or female) aged over 16 years of age presenting to NHS ENT and hearing services with unilateral sudden onset sensorineural hearing loss (SSNHL) 

· SSNHL is defined as a sudden hearing loss that occurs over less than a 72 hour period. The hearing loss is sensorineural in nature, of 30 dB HL or more, over at least 3 contiguous frequencies, between 250, 500, 1000, 2000, 4000 and 8000 Hz. All newly presenting patients can be included regardless of length of time since onset of symptoms.
AND 
· Willing and able to provide written informed consent. 

Exclusion criteria:
· Patients with mixed or conductive hearing loss (CHL). CHL will be defined as a ‘true’ air-bone gap of 15 dB HL or more in 3 or more contiguous frequencies between 500, 1000, 2000, 4000 Hz. 

If you have any questions as to whether a patient is eligible, please call the SeaSHeL mobile: 07706 608816

Procedure for when you have identified a potential participant in clinic:
1. The patient can then undergo their normal clinical assessment with the ENT Doctor and Audiologist. During this assessment please ensure that you collect all data specified in Data Collection Forms A and B. Data Collection Forms A and B can be used as medical records and filed into the patient’s notes. 
2. [bookmark: _GoBack]Upload data from the two Data Collection Forms A and B onto REDCap, ideally on the same day. 
a. Please refer to the Step-by-step Data collection guide (Document #3) for detailed instructions on how to upload to REDCap.
3. Please ensure you record the participant’s REDCap ID on the participant recruitment log (Document #4), along with the other information. This will be crucial for recording follow-up data for the participant.

Procedure for when the participant presents to ENT clinic for follow-up:
1. When the patient presents for follow-up to ENT, at any time between 6-16 weeks from onset of symptoms, the patient can undergo their normal follow-up assessment with the ENT Doctor and Audiologist. During this assessment please ensure that all data specified in Data Collection Form C is collected. Data Collection Form C can be used as medical records that can be filed into the patient’s notes. 
2. Upload data from Data Collection Form C onto REDCap, ideally on the same day. 
a. Please refer to the Step-by-step Data collection guide (Document #3) for detailed instructions on how to upload to REDCap.
3. Arrange monthly meetings with your SeaSHeL Regional Lead to raise any issues you might have experienced during data collection.
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