                                     RESUMPTION OF CLINIC VISITS SOP
Date: 
Purpose:  
The purpose of this SOP is to act as a guide for the gradual resumption of participant visits while maintaining infection prevention and control for both the participants and staff. This is necessitated by the fact that COVID-19 may persist beyond anticipated time, which if the site does not re-open, will have detrimental effects on participant follow up that will in the end affect various study objectives and timelines.
Introduction:
The first Corona Virus Disease 2019 (COVID-19) case in Kenya was confirmed on 12th March 2020. While the situation continues to evolve, there is urgent need to ensure the research study sites take precautionary measures to prevent spread to research personnel, health workers, patients and study participants in our communities.
As we do phased resumption of the clinic activities, we anticipate the current disease situation may improve or worsen as we continue to handle the study participants. The site will reopen partially to see participants whose visits are crucial in answering the study objectives. Total reopening of the sites will be done based on directive from KEMRI. 
Terms and abbreviations: 
· SOP- Standard Operating Procedure
· PPE- Personal Protective Equipment 
· COVID-19: Coronavirus Disease 2019, caused by the severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2).
Responsibilities
Author: Qualified individuals identified by the Principal Investigator (PI) or designee are responsible for creating this SOPs in the required format. All personnel at XXX study are responsible for following this SOP.
Reviewer: SOPs shall be reviewed by the site coordinator/designee, prior to the approving authority
Approving Authority: The PI/designee is responsible for annual updates of SOP. The PI/Designee is responsible for approving all versions of the SOP
Document Control Person: The site coordinator is responsible for managing the copy, distribution, archival, and destruction of controlled documents.
Study staff- This SOP is applicable to all study staff at XXXX
General procedures:
For gradual resumption of participant visits, the following measures will be put in place for COVID-19 infection prevention and control. The detailed measures on prevention and infection control are found in the COVID-19 preparedness, prevention & early response SOP. In addition, each department will implement the following measures.
Department specific measures
 Administration 
· The admin team will communicate to staff that they will be required to make plans for their own means of transport
· The clinic team will facilitate timely delivery of samples to the Research lab
· The admin team will ensure cleanliness of the site including :-
· Providing sanitizers at designated points within the site. In addition, each clinic and counselling room will have a hand sanitizer 
· Provide PPE to staff including masks, dust coats goggles and gowns 
· Ensure disinfection at all sites is done every four hours  
· Facilitate opening of clinic from 8am to 3pm for purposes of conforming to curfew hours 
· Facilitate washing of dust coats
Front office
· Front office will require one staff at the main site and one at both XXX sites
· The front office staff will confirm that each participant is triaged outside as per COVID-19 preparedness, prevention & early response SOP prior to them being attended to
Counselling
· One counselor will be required at the main site to attend to participants
Clinics      
· Prior to entering the front office area, the clinician on call will ensure that each participant is triaged outside at the designated tent as per COVID-19 preparedness, prevention & early response SOP
· Staffing:
· The clinic will have 2 clinicians at the main site and ……
· Clinic staff will work on a 2 week rotational basis
· Each clinician and counsellor will be required to wear a surgical mask at all times while at work. In addition, they will wear a dust coat while at work and the dust coats will be washed at the site
· One of the two clinicians will be the point person to ensure that the site is following the COVID-19 prevention measures as per the check list included in the COVID-19 SOP.
· For studies that have invasive procedures e.g. XXXX study, the staff will wear appropriate PPEs 
· Studies with procedures that require laboratory processing, will have the last participant attended to by 11am to allow adequate time for samples to be shipped to the laboratory
· Each study will be assigned 2 days per week and this will be as follows: ………
Laboratory
· Sample handling and timing on the curfew: Samples that require to be shipped to the lab from the clinic should reach there by xxx time to allow the laboratory staff enough time to process
· Staffing: XXX lab will have 2 staff per site per day
Pharmacy 
· There …..
· Duties ……
Data 
· For each study, the data team will prepare the list of participants who are late for their follow up visit, and those who are scheduled for their visit. This list will be shared with the recruitment team for planning and scheduling purposes
· Staffing: The data office will have 2 staff at the main site and 
Recruitment and retention
· Staffing 
· recruitment officers on site
· 
·  in coordination with data office and as per the assigned days for specific studies. Each contact will be documented in the participants contact form
· Priority will be given to participants within the study area and those whose study procedures cannot be done offsite e.g. visits that involve sample collection
· The staff for each respective study will follow the COVID-19 SOP to screen participants prior to scheduling them for an appointment. Any participant with symptoms suggestive of COVID-19 will be asked to stay at home and self quarantine and if he/she develops fever and difficulty in breathing to call 719. 
· [bookmark: _GoBack]In addition, each participant will be asked to wear a mask from the point of origin, to the clinic and for the duration of their time at the site
· Each study will be assigned 2 days per week as follows:
· 
· Number of participants per study will be as follows:
· 
· The recruitment team will inform participants that they need to be at the clinic by 8am to enable them get back home on time after being attended to






Appendix: Forms and attachments 
· COVID-19 PREPAREDNESS, PREVENTION & EARLY RESPONSE SOP
· PARTCIPANTS CONTACT FORM


