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	Purpose

The purpose of this SOP is to outline the overall operating procedures of the MACROBUTTON NoMacro [site name] CRS.

	References

· See Section E.1 for references.

	Scope

This SOP applies to all staff members.

	Allowable Exceptions

This SOP is meant to be followed without deviation. However, it is an allowable exception to follow procedures specified in a protocol or Study Specific Procedure Manual (SSP) that may deviate from this SOP.

	Procedures

A. Operational Hours

1. Hours for CRS Clinical Staff

a. Normal operational hours

Normal operational hours are MACROBUTTON NoMacro [insert days of week and hours of day that clinic is open to participants].

b. Emergency contacts

After normal business hours and on weekends, assigned clinical study personnel are able to provide 24-hour emergency coverage for study participants. Study participants are given the clinic phone number, as well as information for emergencies.

2. Hours for other CRS Staff

a. Normal operational hours

Normal operational hours for all other CRS staff (including the investigators, Data Manager, Study Coordinator, etc.) are MACROBUTTON NoMacro [insert days of week and hours of day that other staff is to be at the clinic].

b. Emergency contacts

MACROBUTTON NoMacro [insert titles of appropriate staff members] may work evenings and weekends on an as-needed basis.

B. Facility

1. MACROBUTTON NoMacro [insert name of clinical facility]
a. The clinic comprises [insert description of study space including number of the following: exam rooms, counseling rooms, administrative offices, waiting area, conference room, phlebotomy area, data management space, community education space, storage space, staff lounge, records room, etc.].

C. Security

1. Access to Clinic

a. There are MACROBUTTON NoMacro [insert number] entrances to the clinic. MACROBUTTON NoMacro [describe each entrance, with regard to security and who uses each entrance]. In order for participants to access the clinic they MACROBUTTON NoMacro [insert description of how participants enter clinic].

b. In case of emergency, i.e. illegal entry, robbery, vandalism, the staff notifies MACROBUTTON NoMacro [insert emergency contacts] at MACROBUTTON NoMacro [insert phone number] as soon as possible. 

2. Access to Facilities and Files

a. MACROBUTTON NoMacro [insert type of key (building, office, clinic, etc.)] keys are distributed to the MACROBUTTON NoMacro [insert titles of those responsible].

b. MACROBUTTON NoMacro [insert titles of appropriate staff members] have access to the keys to the confidential participant files. 

3. Access to Laboratory

a. The laboratory is open MACROBUTTON NoMacro [insert hours of operation of laboratory]. Laboratory access is limited to [insert titles of those who have responsibilities in the laboratory, or remove if not applicable to your lab]. 

b. During off hours, the laboratory remains closed and locked. MACROBUTTON NoMacro [insert title of person responsible] has a master key to be used in case of emergency.

4. Access to Pharmacy

a. The pharmacy is open MACROBUTTON NoMacro [insert hours of operation of pharmacy]. Pharmacy access is limited to MACROBUTTON NoMacro [insert titles of those who have responsibility in the pharmacy]. 

b. During off hours, the pharmacy remains closed and locked. MACROBUTTON NoMacro [insert titles of person responsible] has a master key to be used in case of emergency.

5. An emergency contact number for the clinic, pharmacy and laboratory is made available to staff, if needed.  

D. Organizational Structure

1. Organizational Chart

a. The organizational chart is maintained in MACROBUTTON NoMacro [insert location of chart].  

b. Supervisory roles are designated on the organizational chart.

2. Job Descriptions

a. Job descriptions for all CRS staff are kept on file in the Regulatory Binder and include delegation of duties when the staff person is absent.

3. Personnel Qualifications

a. All documentation of personnel training and experience related to their responsibilities is kept on file in MACROBUTTON NoMacro [insert location of documentation].

E. Policies/Procedures/Plans/Regulations

1. The [insert site name] CRS adheres to the following:

· HVTN Manual of Operations

· DAIDS Site Clinical Operations and Research Essentials (SCORE) Manual 
· DAIDS Protocol Registration Policy and Procedures Manual

· Manual for Expedited Reporting of Adverse Events to DAIDS

· 21 CFR Parts 50, 54 and 312 (for IND trials), 21 CFR 11, 45 CFR Parts 46 and 164

· NIH Human Subjects Research Training SOP
· NIH Certificate of Confidentiality 
· HVTN/CoVPN Agreement on Confidentiality and Use of Data/Specimens 
· OHRP Guidance: Assurance Documents – Institutions Engaged in Research

· OHRP Guidance: Certificate of Confidentiality – Privacy Protection for Research Subjects [US sites only]

· NIAID Terms of Award and Clinical Terms of Award and Guidelines

· Health Insurance Portability and Accountability Act of 1996 (HIPAA) (if applicable)

· Good Clinical Practice: Consolidated Guidance (ICH-E6)

· MACROBUTTON NoMacro [insert site name] CRS Standard Operating Procedures

· CDC Guidelines for HIV Testing [or insert local guidelines, if appropriate]

· NIH HIV/AIDS Clinical Trials Networks Financial Disclosure and Conflict of Interest Guidelines SOP
· MACROBUTTON NoMacro [insert site name] CRS Clinical Quality Management Plan

· Universal Precautions

· MACROBUTTON NoMacro [insert site name] CRS DAIDS Pharmacy Establishment Plan

· MACROBUTTON NoMacro [insert site name] CRS Annual Plan for Community Engagement 
· International Air Transport Association (IATA) regulations 

· MACROBUTTON NoMacro [insert local policies/procedures]

	Training

1. Each staff member receives or has direct access to applicable Standard Operating Procedures (SOPs).

2. Each staff member reviews the applicable SOPs MACROBUTTON NoMacro [Insert frequency of review].

3. All SOP training is documented and tracked MACROBUTTON NoMacro [Insert where the documentation is kept].

4. New staff is trained on applicable SOPs within MACROBUTTON NoMacro [Insert #] days of employment.

5. Staff members whose duties fall within this SOP scope are retrained within MACROBUTTON NoMacro [Insert #] days of the approval of each SOP revision.
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