CHECKLIST FOR SITE SOP REQUIRED ELEMENTS

	SOP Topic:
	Laboratory: Chemical, Biohazard and Occupational Safety, Containment and Disposal

	Site SOP Title/Number:
	[Insert actual title/number from site SOP]

	Designated Site SOP Reviewer:
	[Insert name of Designated Site SOP Reviewer]

	Study Program:
	[Insert study protocol]

	Study Site:
	[Insert site name]


Purpose:  The Checklist for study Site SOP Requirements is a modified Westat document to be completed by the designated site SOP reviewer to ensure that study site SOPs are reviewed in a consistent manner across all study programs. Each checklist contains a list of required elements that must be present in the SOPs identified above.

Instructions: As the study site SOP is reviewed, place a checkmark in the boxes below for each required element that is present. There may be an instance where a required element is not applicable under certain specific circumstances. For those elements deemed “Not Applicable,” enter “N/A” in the Element Present column. Once the review is complete, add any comments or recommendations for the site, including the rationale for any elements deemed not applicable, in the Comments/Recommendations for Site section below, sign the form indicating that the initial SOP review has been performed, and forward the form to the SOP Administrator.

GENERAL REQUIRED ELEMENTS

	Element 
Present
	General Required Elements

	 FORMCHECKBOX 

	The title of the SOP is identifying in purpose and is brief and direct.

	 FORMCHECKBOX 

	Each page of the SOP contains page numbers of total pages and the version number.

	 FORMCHECKBOX 

	There is an annual or upon change signature approval process.  

	 FORMCHECKBOX 

	The SOP indicates the scheduled SOP review cycle and who will perform the review.  

	 FORMCHECKBOX 

	Necessary forms are attached to the document, and if not, they are available to review to determine if they are consistent with SOP text. 

	 FORMCHECKBOX 

	The purpose of the SOP is clearly explained.

	 FORMCHECKBOX 

	The scope identifies to what and to whom the procedure applies and when it is to be applied.  

	 FORMCHECKBOX 

	The SOP clearly states who is responsible for performing the operations cited. 

	 FORMCHECKBOX 

	Equipment, controls, reagents and other supplies are listed.

	 FORMCHECKBOX 

	Terms that need clarification are defined.

	 FORMCHECKBOX 

	The SOP procedures are simple, direct, and explain step-by-step how to perform the tasks in a manner that supports process control. 

	 FORMCHECKBOX 

	The SOP conforms to applicable regulatory requirements and references these regulations.

	 FORMCHECKBOX 

	The SOP lists all regulation and guidance documents upon which the SOP is based, including any related SOPs.

	 FORMCHECKBOX 

	Forms, diagrams and drawings are easy to understand and are consistent with text.  

	 FORMCHECKBOX 

	The SOP is written clearly and is easy to understand and follow. 

	 FORMCHECKBOX 

	The SOP contains all applicable elements and is uniform in form to other procedures of the lab.

	Comments:


CONTENT-SPECIFIC REQUIRED ELEMENTS

	Element 
Present
	Content-Specific Required Elements

	HAZARDOUS CHEMICALS—If information on the safe handling of chemicals is covered in another SOP, please forward.

	 FORMCHECKBOX 

	A description of how the laboratory’s inventory of hazardous chemicals is maintained. 

	 FORMCHECKBOX 

	A description of how the laboratory’s hazardous chemicals are labeled. For example, original containers must have identification, hazard warnings, and manufacturer’s name and address, or portable containers must have chemical name, expiration date, and employee’s initials.

	 FORMCHECKBOX 

	A description of how Material Safety Data Sheets (MSDSs) or equivalent documents are maintained for every hazardous chemical and where the MSDSs or equivalent documents are located for easy access to employees.

	 FORMCHECKBOX 

	A description of the laboratory’s written hazardous chemical communication program (e.g., identifying chemicals, listing all hazardous chemicals) and the location of where the program is maintained on site.

	 FORMCHECKBOX 

	A description of how laboratory employees are made aware of and trained to use hazardous chemicals.

	 FORMCHECKBOX 

	A description of the laboratory’s Personal Protective Equipment (PPE) for biohazard samples (e.g., cryoprotective gloves, face shields, latex gloves, lab coats, safety glasses)

	 FORMCHECKBOX 

	A description of the laboratory’s process for receipt and transport of chemicals (e.g., login sheets, separate storage area, documentation).

	 FORMCHECKBOX 

	A description of the laboratory’s process of disposition and destruction of biohazardous waste (e.g., special containers, designated staff, documentation of destruction, specified conditions for disposal, labeling).

	 FORMCHECKBOX 

	A description of how to handle spills and accidents – Communicating, containment and clean-up plans.

	 FORMCHECKBOX 

	A description of the laboratory’s written exposure plan (e.g., post exposure with assessment of source, assessment of staff member, counseling, documentation, follow up) and where the plan is located for easy access to employees.

	 FORMCHECKBOX 

	A description of the laboratory’s chemical hygiene plan to implement safety practices to keep occupational exposure to hazardous chemicals below specified limits and protect employees (e.g., SOPs, fume hoods, exposure limits, protective measures, medical consultation/exams) and where the plan is located for easy access to employees.

	 FORMCHECKBOX 

	A description of chemical disposal policies specific to classes of chemicals.

	Comments:




	BIOHAZARDS – Elements may be contained in other SOPs.

	 FORMCHECKBOX 

	A description of Standard (formerly) Universal precautions. Include all body fluids.

	 FORMCHECKBOX 

	A description of the laboratory’s Personal Protective Equipment (PPE) for biohazard samples and their proper use.

	 FORMCHECKBOX 

	A description of the laboratory’s storage methods of biohazard samples (e.g., liquid nitrogen, specified biological lab conditions, refrigeration, labeling).

	 FORMCHECKBOX 

	A description of how the laboratory’s inventory of biohazardous samples is maintained.

	 FORMCHECKBOX 

	A description of the laboratory’s labeling of biohazard samples going into and out of the laboratory (e.g., biohazard symbol, quantity, identity).

	 FORMCHECKBOX 

	A description of how the laboratory’s biohazard samples are transported (e.g., packaging and labeling, compliance with aviation regulations if transported by air, approval or transport documentation).

	 FORMCHECKBOX 

	A description of the laboratory’s biohazard sample containers (e.g., must be sealed to prevent leakage of contents; puncture resistant for sharps; 1st, 2nd, and 3rd packaging layer requirements).

	 FORMCHECKBOX 

	A description of the laboratory’s process for receipt of biohazard samples from external sources (e.g., login sheets, separate storage area, documentation).

	 FORMCHECKBOX 

	A description of what to do in case of a spill or broken tube, who to notify, how to contain and how to dispose of spilled materials. Floor, bench, rack, centrifuge, storage, etc.

	 FORMCHECKBOX 

	A description of how the laboratory’s contaminated areas are disinfected. Including reference to the preparation of decontamination materials.

	 FORMCHECKBOX 

	A description of the laboratory’s procedures for handling sharps, biological wastes, and hazardous wastes (e.g., specified containers, special instructions, labeling, packaging, never fill container completely, biohazard label).

	 FORMCHECKBOX 

	A description of the laboratory’s process of disposition and destruction of biohazardous waste (e.g., special containers, designated staff, documentation of destruction, specified conditions for disposal, labeling).

	Comments:




	OCUPATIONAL SAFETY

Note: For additional information, reference the “Chemical & Biohazard Safety” checklists when reviewing these SOPs for a more thorough review.

	 FORMCHECKBOX 

	A description of the laboratory’s written exposure plan (e.g., post exposure with assessment of source, assessment of staff member, counseling, documentation, follow up) and where the plan is located for easy access to employees.

	 FORMCHECKBOX 

	A description of laboratory’s occupational injury procedure plan and where the plan is located for easy access to employees.

	 FORMCHECKBOX 

	A description of how employees are made aware of and trained on occupational safety [e.g., for handling biohazardous material, hazardous chemicals, fire drills, fire extinguishers, evacuation policy, Personal Protective Equipment (PPE)].

	 FORMCHECKBOX 

	A description of the laboratory’s housekeeping procedures (e.g., maintaining bench tops and floor coatings to minimize contamination and maximize cleaning and disinfecting).

	 FORMCHECKBOX 

	A description of handwashing facilities and/or use of antiseptic hand cleaner in conjunction with clean cloth/paper towels and a description of the accessibility of these to employees.

	 FORMCHECKBOX 

	A description of the laboratory’s safety equipment (e.g., eye wash, safety shower, autoclave, hoods, ventilation systems) along with a description of the routine maintenance and testing of the equipment.

	 FORMCHECKBOX 

	A description of the laboratory’s good laboratory conduct procedures (e.g., no eating or drinking in the labs where infectious materials exist; long hair tied back; no pipetting by mouth; proper handling and discarding of sharps, biohazardous waste, and hazardous chemicals; proper glove removal; never wear gloves, lab coats, etc. out of the lab; discard chipped or cracked glassware; no open wounds, lesions, or cuts; passageways/walkways must be kept free of unnecessary obstructions).

	 FORMCHECKBOX 

	A description of the laboratory’s Personal Protective Equipment (PPE) (e.g., cryoprotective gloves, face shields, gloves, lab coats, safety glasses, etc.).

	 FORMCHECKBOX 

	A description of laboratory security and who has access to the laboratory.

	 FORMCHECKBOX 

	A description of the space available to the laboratory and how specialized laboratories are separated (e.g., contaminated, semi-contaminated).

	 FORMCHECKBOX 

	A description of the laboratory’s procedures for pest control and prevention (e.g., for rodents, mosquitoes, flies, roaches).

	 FORMCHECKBOX 

	A description of the laboratory’s clean rooms and separate areas for personal articles.

	 FORMCHECKBOX 

	A description of the laboratory’s labeling process for all biohazardous materials, reagents, chemicals, etc. and storage of these materials -- or refer to Chemical & Biohazard SOPs.

	Comments:




	References:

· OSHA 29 CFR Part 1910.1200: Hazard Communication

· OSHA 29 CFR Part 1910.1450: Hazardous Chemicals in Laboratories

· OSHA 29 CFR Part 1910.1030: Bloodborne Pathogens Standard

· OSHA “Needlestick Safety and Prevention Act”

· Federal Register, Department of Transportation, 49 CFR Parts 171, 172, 173, 177, and 178: Hazardous Materials: Revision to Standards for Infectious Substances: Final Rule

· 39 CFR Part 111: Hazardous Materials: Proposed Domestic Mail Manual Revisions for Division 6.2 Infectious Substances and Other Related Changes

· Clinical Laboratory Improvement Amendment (CLIA) Self-Assessment Questionnaire

· College of American Pathologists (CAP), Laboratory General Checklist for Laboratory Accreditation Program

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

· 21 CFR Part 58: Good Laboratory Practice for Nonclinical Laboratory Studies (GLP)

· 42 CFR Part 493: Laboratory Requirements


	Initial Review Comments/Recommendations to the Site:
	 FORMCHECKBOX 
 Further Revisions Needed

 FORMCHECKBOX 
 No Further Revisions Needed

	1. [Insert comments/recommendations]


	Initial Review Completed by:
	[Insert Name]

	Date of Initial Review:
	[Insert Date]


	Response from Site:

	[Site will complete]


	Updated Review Comments/Recommendations to the Site:
	 FORMCHECKBOX 
 Further Revisions Needed

 FORMCHECKBOX 
 No Further Revisions Needed

	[Insert comments/recommendations]


	Updated Review Completed by (if applicable):
	[Insert Name] 

	Date of Updated Review:
	[Insert Date]


	Response from Site:

	[Site will complete]


	Final Review Completed by:
	[Insert Name] 

	Date of Final Review:
	[Insert Date]
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