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Policy and Elements of the Plan

We provide a safe and healthful workplace for employees. Our organization’s policy is to establish, implement, and maintain an effective exposure control plan as required by the blood borne pathogens regulation in California Code of Regulations, Title 8 (8 CCR), Section 5193. This written plan is designed to prevent or minimize employees’ occupational exposure to blood and other potentially infectious materials (OPIM). The plan is consistent with the requirements of the Cal/OSHA Injury and Illness Prevention Program (8 CCR 3203).

Our exposure control plan is made available upon request, for examination and copying, to our employees, the Chief of Cal/OSHA, and NIOSH (or their respective designees) in accord with 8 CCR 3204, “Access to Employee Exposure and Medical Records.”

Our organization’s written exposure control plan contains at least the following elements:

· Exposure determinations 
· The schedule and method of implementation for each of the applicable subsections of the blood borne pathogens regulation (8 CCR 5193), which include:
· Methods of compliance
· Hepatitis B vaccination and post exposure evaluation and follow-up
· Communication of hazards to employees
· Recordkeeping
· Provisions for the initial reporting of exposure incidents
· Hepatitis B vaccination series for unvaccinated employees
· Effective procedures for:
· Evaluating the circumstances surrounding exposure incidents
· Work practice controls–exception to prohibited practices
· Gathering sharps injury log information
· Making periodic determinations of the frequency of use and the types and the brands of sharps involved in exposure incidents
· Identifying and selecting appropriate and currently available engineering control devices
· Engineering controls–exception 2 (Patient Safety Determinations)
· Actively involving employees in the review and update of the exposure control plan for the procedures they perform 

The information-gathering and documentation procedures serve as a basis for making decisions about the use of needleless systems and sharps with engineered sharps injury protection.

Exposure Determinations

Employees in our organization have occupational exposure to blood borne pathogens. Occupational exposure means reasonably anticipated skin, eye, mucous membrane, or parenteral contact with blood or other potentially infectious material (OPIM) that may result from the performance of an employee’s duties. Parenteral contact means piercing mucous membranes or the skin barrier through such events as needlesticks, human bites, cuts, and abrasions. OPIM includes various contaminated human body fluids, unfixed human tissues or organs (other than skin), and other materials known or reasonably likely to be infected with  human immunodeficiency virus (HIV), hepatitis B virus (HBV), or hepatitis C virus (HCV) through cells, tissues, blood, organs, culture mediums, or solutions. 
Our policy is to conduct exposure determinations throughout the facility without regard to the use of personal protective equipment (PPE). We have a lead person who conducts, evaluates, and periodically reviews exposure determinations. This process involves identifying all the job classifications, tasks, or procedures in which our employees may have occupational exposure to blood or OPIM. Our approach is to consider all our job classifications at once. Our lead person is:


[Name]








[Title]








Job Classifications in Which All Employees Have Occupational Exposure:
There are no instances in which every person within a specific job classification has occupational exposure
Job Classifications in Which Some Employees Have Occupational Exposure

The only individuals who have occupational exposure in the job classifications listed below are those who perform the tasks/procedures noted.
	Job Classifications
	Tasks/Procedures in These Jobs That Have Occupational Exposure

	Pharmacist
	Administration of vaccines


Communication of

Hazards to Employees

Warning Labels

Warning labels are affixed to containers of regulated waste, and other containers used to store, transport, or ship blood or OPIM. The warning labels are either an integral part of the containers or are affixed as close as is feasible to the containers by string, wire, or adhesive (or other methods) to prevent their loss or unintentional removal.

The warning labels:

1. Are predominantly fluorescent orange or orange-red;
2. have lettering and symbols in contrasting colors; and
3. have the following words: BIOHAZARD (with the international biohazard symbol)
[image: image1.png]



or in the case of regulated waste BIOHAZARDOUS WASTE or SHARPS WASTE

Alternatives to Warning Labels

Warning labels as described above are not required for the following types of containers:

1. Bags or containers that do not contain sharps or other types of regulated waste

2. Containers of blood, blood components, or blood products that are labeled as to their contents and that have been released for transfusion or other clinical uses

3. Individual containers of blood or OPIM that are placed in labeled containers during storage, transport, shipment, or disposal

Information and Training
All employees (including part-time and temporary employees) with occupational exposure in our organization participate in a training program. The training materials used are appropriate in content and vocabulary to the educational and literacy levels and are conveyed in the language of our employees. The training materials clearly state the objectives of the training. Trainers are knowledgeable in the subject matter covered by the training program as it relates to our workplace. All employees have an opportunity for interactive questions and answers with the person(s) conducting the training. If we use computerized training, it is our policy to arrange for a person knowledgeable about the training material to be available to answer questions.

Training Program Elements

Our training program includes information and explanations of at least the following:

· Epidemiology, symptoms, and modes of transmission of blood borne  diseases

· Exposure control plan we have implemented and how to obtain a copy of the written plan

· Appropriate methods for recognizing tasks and activities that may involve exposure to blood or OPIM

· Use and limitations of methods that will prevent or reduce exposures, including appropriate engineering, administrative or work practice controls, and personal protective equipment (PPE)
·  The basis for selection of PPE
· Types, proper use, location, removal, handling, decontamination, and disposal of PPE
· Hepatitis B vaccination series, including its efficacy, safety, method of administration, benefits, and the fact that the vaccination will be offered to employees free of charge
· Appropriate actions to take and persons to contact in an emergency involving blood or OPIM
· Procedure to follow if an exposure incident occurs, including the:
· Method of reporting the incident
· Medical follow-up that will be made available
· Procedure for recording the incident in the sharps injury log
· Post-exposure evaluation and follow-up that will be made available to employees
· Signs, labels, and/or color codings that are used 

In addition to the above-mentioned information, we provide to all employees a copy of 8 CCR 5193, “Blood borne  Pathogens.”
Frequency of Training

Training is provided at the time of employees’ initial assignment (to tasks in which occupational exposure may occur) and at least annually thereafter (i.e., within one year of their previous training).

· Additional training, limited to addressing the new exposures created, is provided to the employee whose occupational exposure is affected by: Introduction of new engineering, administrative, or work practice controls
· Changes or modifications in existing tasks or procedures
· Institution of new tasks or procedures 

For employees who received training about blood borne pathogens in the year preceding July

1, 1999 (i.e., the effective date of 8 CCR 5193, “Blood borne Pathogens”), additional training is provided only on those provisions of the new standard that were not covered by the employees’ previous training.
 Hepatitis B Vaccination

Series for Unvaccinated

Employees

The hepatitis B vaccine and vaccination series are made available to all employees who have occupational exposure to blood borne  pathogens. We strongly encourage our employees to be vaccinated. We recognize that all employees with occupational exposure to blood or OPIM are at risk of contracting hepatitis B (HBV). HBV is a serious, life-threatening disease that can cause jaundice, nausea, fever, and abdominal pain. Approximately 5–10% of patients with the disease develop chronic infections that increase the risk of death from active hepatitis, cirrhosis of the liver, and liver cancer.

Hepatitis B can be prevented by using a vaccine. Therefore maintenance of immunity in employees

is an essential part of our prevention and infection control program. Optimal use of immunizing agents (i.e., the hepatitis B vaccination series and hepatitis B immune globulin [HBIG]) protects the health of our employees and their families and patients from the disease. The hepatitis B vaccination is made available to employees after they receive training about the vaccination and within ten working days of their initial work assignment. Our organization follows the most current recommendations of the Centers for Disease Control and Prevention’s (CDC’s) Morbidity and Mortality Report (MMWR) for the immunization of employees. (Subscriptions are available free of charge at www.cdc.gov/subscribe.html.) Employee participation in a prescreening program is not a prerequisite

for receiving the hepatitis B vaccination series. The series is made available unless:

· The employee previously received the complete hepatitis B vaccination series; or

· Anti-body testing has revealed the employee is immune; or

· The vaccination series is contraindicated for medical reasons.

Declining the Hepatitis B

Vaccination Series

Our organization does not make accepting the hepatitis B vaccination series a condition of employment.

If an employee with occupational exposure initially declines the hepatitis B vaccination series and at a later time decides to accept it, we will make it available. Each employee who declines the hepatitis B vaccination series is required to sign the following waiver.



Employee Declination of Hepatitis B Vaccination

I understand that due to my occupational exposure to blood or other potentially infectious material (OPIM), I may be at risk of acquiring hepatitis B virus (HBV) infection. I have been given the opportunity to be vaccinated with hepatitis B vaccine at no charge. However, I decline the hepatitis B vaccination at this time. I understand that by declining this vaccine, I continue to be at risk of acquiring hepatitis B, a serious disease. If I continue to have occupational exposure to blood or OPIM and wish to be vaccinated with hepatitis B vaccine in the future, I can receive the vaccination series at no charge.

Employee signature: _______________________________ Date: _______________________

Methods of Compliance

Our organization’s policy is to actively involve employees in all aspects of the methods of compliance used to eliminate or reduce blood borne pathogens exposure in our workplace. We believe that employees are more likely to endorse and actively support changes if they are involved in the process of making improvements. Therefore, we welcome employee suggestions and support the implementation of effective and appropriate improvements whenever possible.

Our methods of compliance include the observance of universal precautions as an approach to infection control. All human blood and some human body fluids are treated as if they were known to be infectious for human immunodeficiency virus (HIV), hepatitis B virus (HBV), hepatitis C virus (HCV), and other blood borne  pathogens. All employees must observe universal precautions to prevent contact with blood or other potentially infectious materials (OPIM). When a body fluid is difficult or impossible to identify, all body fluids must be considered OPIM. We have procedures for other methods of compliance including (but are not limited to): 

· Assessing and updating engineering and work practice controls 
· Handling regulated waste and contaminated sharps 
· Using personal protective equipment 
· Personal hygiene  
Engineering and Work Practice Controls–

General Requirements
Engineering and work practice controls are used to eliminate or minimize employees’ occupational exposure. Engineering controls means controls (e.g., sharps disposal containers, needleless systems, and sharps with engineered sharps injury protection) that isolate or remove the bloodborne pathogen hazard from the workplace. Work practice controls means controls that reduce the likelihood of exposure by defining the manner in which a task is performed (e.g., prohibiting recapping of needles by a two-handed technique and using patient-handling techniques). Both types of controls are updated concurrently because engineering controls alone cannot provide protection to an employee unless they are used with appropriate work practice controls. This organization’s policy is to perform all procedures involving blood or OPIM in a manner so that splashing, spraying, spattering, and generation of droplets are kept at a minimum.

To ensure the effectiveness of engineering and work practice controls, we assess them on a regular schedule. We examine, maintain, or replace engineering controls. We evaluate and update work practice controls. To assess engineering and work practice controls, we use information from the Sharps

Injury Log, Cal/ OSHA’s Log 200,and  employee interviews.

We use a process to assess our engineering and work practice controls. In our organization the groups

or individuals involved in the process includes our lead person and any pharmacist who administers vaccinations.
We assess engineering and work practice controls on annual basis.
During each scheduled assessment, we consider   all engineering and work practice controls at one time.
Engineering Controls– Specific Requirements

The use of a needleless system and/or engineered sharps injury protection for needle devices and non-needle sharps is deemed necessary to prevent sharps injuries. 
Needle or needle device means a needle of any type, including but not limited to solid and hollow-bore needles. Needleless system means a device that does not use needles for the (1) withdrawal of body fluids after initial venous or arterial access is established; (2) administration of medication or fluids; and (3) performance of any other procedure involving the potential for an exposure incident. 

Engineered sharps injury protection (ESIP) means either (1) a physical attribute built into a needle device used for withdrawing body fluids, accessing a vein or artery, or administering medications or other fluids, which effectively reduces the risk of an exposure incident by a mechanism such as barrier creation, blunting, encapsulation, withdrawal, or other effective mechanisms; or (2) a physical attribute built into any other type of needle device or into a non- needle sharp, which effectively reduces the risk of an exposure incident.

For a device to qualify as an ESIP, the anti-stick safety feature must effectively reduce the risk of an exposure incident. This depends on factors that include, but are not limited to, the design of the device, its ability to perform as intended by the design, the appropriateness of the device for a particular application and employee training on the proper use of the device. Engineering controls considered for use by our organization include (1) needleless systems; (2) engineered sharps injury protection for needle devices; and (3) non-needle sharps. For the safety and protection of our employees, we first consider using needleless systems. If needleless systems are not used, needles with ESIP are considered next. If non-needle sharps are used, they have ESIP. We evaluate, select, and maintain devices that protect workers from exposure incidents, including back-up devices from those three categories for use in our facility.

In our pharmacy, Needle devices with ESIP are used to administer injectable vaccines.
New Technology

New engineering control technologies that may provide superior alternatives to those currently used may be developed. As they become available, we will continue to evaluate and select appropriate engineering controls to further reduce exposure incidents in the workplace.
Work Practice Controls

Our organization has established work practice controls. Some work practice controls are associated with new or currently used engineering controls, and some are independent of the use of engineering controls. Examples include procedures for the administration of immunizations to patients who dislike needles, and always washing hands after the removal of gloves. We have written policies and procedures that detail our required work practice controls. Our work practice controls are described below and will be made available upon request for examination and copying to our employees, the Chief of Cal/OSHA, and NIOSH (or their respective designees).
Work Practice Controls–Prohibited Practices

Our organization prohibits the following actions and practices:

· Storing food and drinks in refrigerators, freezers, cabinets, on shelves, countertops, or bench tops where blood or OPIM is present

· Eating, drinking, smoking, applying cosmetics or lip balm, and handling contact lenses in an area where there is a reasonable likelihood of occupational exposure

· Shearing or breaking of contaminated needles and other sharps

· Bending, recapping, or removal of contaminated sharps from devices 

· Storing or processing of sharps contaminated with blood and OPIM in a way that requires employees’ hands to reach into contaminated containers
· Reusing disposable sharps
· Picking up contaminated broken glassware by hand. Instead, mechanical means (dustpan and brush, tongs, or forceps) are required for cleanup activities.
· Reaching inside sharps containers before proper decontamination or reprocessing
· Opening, emptying, or cleaning of sharps containers in a manner that would expose employees to the risk of a sharps injury
· Mouth pipetting or suctioning of blood or OPIM

Exception to Prohibited Practices

Our organization prohibits the bending, recapping, or removal of contaminated sharps from devices except when:

· It can be demonstrated that there is no feasible alternative to this action or that a specific procedure requires such action, and
· That action is performed by using a mechanical device or a one-handed technique.*
For each device and the associated task and procedure, describe the reason(s) for the bending, recapping, or removal of contaminated sharps:
The name of the supervisor making the decision to bend, recap, or remove contaminated sharps:

Date: ___________________

*One-handed technique refers to a procedure in which the needle of a reusable syringe is capped in

a sterile manner during use. The technique employed requires the use of only the hand holding the syringe so that the free hand is not exposed to the uncapped needle.

Requirements for Handling Contaminated Sharps

The potential for sharps injuries and blood borne pathogens exposure is assessed and addressed before hazardous tasks/procedures are conducted. Our employees are required to use universal precautions when handling all contaminated sharps. In addition, effective patient handling techniques and other methods are used to minimize the risk of sharps injury in all procedures involving the use of sharps in connection with patient care (e.g., administering vaccines or medications to struggling patients). Using effective patient-handling techniques means controlling or restraining struggling patients (e.g., assessing the physical or mental state of the patient, getting help from co-workers, etc) as an additional opportunity for minimizing the risk of sharps injury.

Contaminated sharps are placed immediately (or as soon as possible after use) in containers that are:

· Rigid

· Puncture-resistant

· Leak proof on the sides and bottom

· Easily accessible to employees and located as close as feasible to the immediate area where the sharps are used or can be reasonably anticipated to be found

· Portable (if necessary to ensure employees’ easy access to sharps containers)

· Labeled as follows: BIOHAZARD with the international biohazard symbol or SHARPS WASTE

· Closeable and sealable (if handling discarded sharps that are not to be reused). When sealed, the container is leak-resistant and cannot be reopened without great difficulty.

· Kept in an upright position throughout use where feasible
· Replaced as needed to prevent overfilling
Regulated Waste – Containers for Disposal
All regulated waste from the facility is handled, stored, treated, and disposed of in accord with the Medical Waste Management Act, Division 104, Part 14 of the California Health and Safety Code, sections 117600 through 118360, and all other applicable regulations. Containers for contaminated sharps, moved from their area of use for the purpose of disposal, are (1) closed immediately prior to their removal or replacement to prevent spillage or protrusion of contents during handling, storage, transport, or shipping; and (2) placed in a secondary container if leakage is possible.

Personal Protective Equipment 

Appropriate personal protective equipment (PPE) is provided at no cost to our employees when exposures to blood or OPIM remain after engineering and work practice controls have been established.  PPE, in appropriate sizes, is readily accessible at the worksite or is issued to employees. PPE is considered appropriate only if it does not permit blood or OPIM to pass through to or reach the employee’s work or street clothes, undergarments, skin, eyes, mouth, or other mucous membranes. PPE provided to employees effectively performs this function under normal conditions of use and for the duration of time it is used. Appropriate PPE includes (but is not limited to):

· Gloves

· Hypoallergenic gloves

· Glove liners, powderless gloves, or similar alternatives (for those allergic to gloves normally provided)

· Mouthpieces

· Resuscitation bags

Our organization ensures that employees use appropriate PPE unless the employee declines its use temporarily for a brief time. Under rare and extraordinary circumstances, employees exercising their own professional judgment may decline to use PPE in a specific instance because its use would:

· Prevent the delivery of health care or public safety services; or

· Pose an increased hazard to the employee’s safety or that of coworker(s).

When employees make the judgment to decline the use of PPE, our organization investigates and documents the incident to determine whether changes can be made to prevent such occurrences in the future. Employees are encouraged to report all such instances without fear of reprisal.

	Date of

Declination


	Location/Task/

Procedure


	Type of

PPE


	Reason for Declining

PPE Use
	Name of

Employee Declining



	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Summary of investigation: 










Investigator: _______________________________

Date(s) of improvement or action: ________________________________

Description of improvement or action taken: 








Our organization cleans, launders, repairs, replaces (as needed to maintain effectiveness), and disposes of PPE at no cost to employees. All PPE is removed prior to leaving the work area. Any garment that has been penetrated by blood or OPIM is removed immediately or as soon as feasible. PPE that has been removed is placed in adesignated area or container for storage, washing, decontamination, or disposal.

Employees are required to wear gloves whenever (1) it can be reasonably anticipated that their hands may contact blood, OPIM, mucous membrane, or non-intact skin. Disposable or single-use gloves (e.g., surgical or examination gloves) are not washed or decontaminated for reuse. These gloves are replaced (1) as soon as practical when contaminated; or (2) as soon as feasible if torn, punctured, or whenever their ability to function as a barrier is compromised. Employees are required to wash their hands after the removal of gloves used during any procedure which may have contaminated them with blood or OPIM, whether or not the gloves are visibly contaminated.

Employees are required to wear appropriate protective clothing (e.g., lab coats) in situations where there is occupational exposure. The type of protective clothing selected and used and the characteristics are based upon the task and the degree of occupational exposure anticipated. 

Personal Hygiene

Employees’ exposure to blood or OPIM is minimized by ensuring that:

· Hand washing facilities are readily accessible to employees.

· Appropriate antiseptic towelettes or antiseptic hand cleanser along with clean cloths or paper towels are available (when hand washing facilities are not accessible).

· Employees wash their hands and any other skin (as soon as feasible) with soap and running water after (1) using antiseptic towelettes or hand cleansers; (2) removing gloves or other personal protective equipment; or (3) contacting blood or OPIM.

· Employees flush their mucous membranes with water (as soon as feasible) after those body areas have been in contact with blood or OPIM.
Identifying and Selecting Appropriate and Available Engineering Control Devices

Our policy is to select appropriate and effective engineering controls to prevent or minimize exposure incidents. Engineering controls means controls (e.g., sharps disposal containers, needleless systems and sharps with engineered sharps injury protection) that isolate or remove the blood borne pathogens hazard from the workplace.

We evaluate products that eliminate the use of sharps (e.g., needleless systems), if available and devices equipped with engineered sharps injury protection (ESIP). ESIP means either (1) a physical attribute built into a needle device used for withdrawing body fluids, accessing a vein or artery, or administering medications or other fluids, which effectively reduces the risk of an exposure incident by a mechanism such as barrier creation, blunting, encapsulation, withdrawal, or other effective mechanisms; or (2) a physical attribute built into any other type of needle device or into a non-needle sharp, which effectively reduces the risk of an exposure incident. 

We establish and maintain procedures for identifying and selecting appropriate and effective engineering controls, which includes the following steps:
 

1. Set up a Process
We use a systematic process to identify and select appropriate and effective engineering controls. The process is the responsibility of our lead person who is in charge of all the steps in the process of identifying and selecting engineering controls. The lead person does however; actively involve any pharmacists who would be administering vaccinations.

2. Define Needs

Our only need is for devices that are appropriate for use in administering vaccines to adults and adolescents.

3. Gather Information

We gather information on currently available engineering controls that are designed to reduce occupational exposure to blood or OPIM. Because new technology is continually entering the marketplace, we also periodically search for information on new products.

4. Test and Select Products

Each potential exposure is addressed by applying screening criteria to the engineering controls under consideration. When available, multiple devices are screened for each potential exposure being addressed. This helps ensure that more than one product is selected for testing.

Screening criteria are applied to products in order to eliminate those with readily identifiable problems (e.g., ineffective devices, safety issues, visual obstructions). Only devices meeting an acceptable number of screening criteria are then tested in actual patient or product trials. For each exposure being addressed, we document the new products that meet an acceptable number of screening criteria and will be included in the testing.

Department/Unit/Floor/ Potential Exposure New Products Chosen to Catalog

Testing Products

Testing can help evaluate whether products are actually effective at reducing or eliminating workplace exposure incidents. Frontline employees who perform the tasks and procedures associated with the exposures being addressed are involved in the testing. If available, multiple products from a single category of devices are tested for each potential exposure being addressed. The testing of new products is suspended immediately if there is any evidence that a device is causing injuries to employees or patients.

To help ensure that devices are handled safely and evaluations are objective, we provide training on the safe and proper use of devices before testing begins. This training is given to the groups or individuals responsible for product selection, all participants involved in the testing, and their supervisors. Participants in the testing are also given the opportunity to practice using the new devices. These practice sessions simulate, as closely as possible, the tasks and procedures involved under “real-life” conditions. Representatives of manufacturers and distributors, if available, are requested to demonstrate the intended use of their products, answer questions, and train employees in the safe operation of each device.

“Tools”

Checklists, evaluation forms, or other types of standardized “tools” are used in the testing of new products. The tools are tailored to the specific category of product under consideration. To provide a standard basis for comparison among products, we use the same checklist or evaluation form when testing multiple products within a given type or category of device.  One such tool that we may use is the “Screening Worksheet for Medical Products” included at the end of this section.

Protocols

We may use protocols in our testing process to make the evaluation of new products more systematic. Protocols also help us document the details of each item involved in our testing process. One protocol that we may use is the “Testing Protocol Worksheet” included at the end of this section.

Selecting Products

After the testing is completed, all the information, including checklists and evaluation forms, is reviewed. Input from frontline employees involved in the testing is documented and considered when it is time to select products for purchase. Based on the analysis of all the available information, consensual decisions are made regarding whether to purchase particular products. If two or more products are found to be satisfactory in a given category, we consider purchasing them. We document how devices ranked and which products we have decided to purchase. We provide feedback to employees on the ranking and selection of products.

5. Use New Products

We may introduce new products on a limited basis in a pilot implementation or trial phase. During this trial period, issues associated with the day-to-day use of the new products may arise. Employees may need time to develop new skills, establish new work practices, and break old habits. Employees are strongly encouraged to report any problems to their supervisors during the trial period. If problems appear to be serious or widespread, they are reported to the decision makers. Problems with new products are addressed as they arise and are resolved before the new product is used throughout our organization.

All staff members (and supervisors) using the new products or devices are thoroughly trained. This training is a mix of the knowledge and skills needed to work safely. For each new device, representatives of manufacturers and distributors, when available, are requested to:

· Demonstrate its proper use and application

· Answer questions

· Provide training on its safe operation

· Provide follow-up

Training also includes practice sessions to simulate the tasks and procedures that individuals will be performing with the new devices. Multiple devices may have been selected for a given task or procedure. If this is the case, individuals are trained on all the selected devices.

6. Conduct Follow-up

Follow-up helps ensure that new products are effective and appropriate and are replaced over time by newer, more effective technology. As newer products become available, they are screened, tested, and selected according to the process described previously. 

Our follow-up process systematically reevaluates devices and incorporates the input of frontline employees who have been using the products. Decisions on the appropriateness and effectiveness of new devices are not made until employees have had enough time to adjust to using the products. Follow-up evaluations of products and the associated work practices are conducted six months after the implementation and quarterly, semiannually, or annually thereafter. Findings are used to improve product selection and training.

Staff members receive periodic feedback on how new products are working and what other products have become available. Follow-up training is provided if problems are discovered with work practices or currently used devices. If newer devices are selected to replace those currently being used, all individuals (and their supervisors) using the newer devices are thoroughly trained.

Engineering Controls– Exception 2

The use of engineering controls (e.g., needleless systems, needle devices, and non-needle sharps) is not required if a licensed health care professional:

· Is directly involved in the patient’s care

· Determines that the control will jeopardize the patient’s safety or the success of a medical, dental, or nursing procedure

· Exercises reasonable clinical judgment

If this exception applies, the form below (or equivalent information) should be submitted to the exposure control plan administrator.

Patient Safety Determinations for Exceptions to 

Using Engineering Controls

	Type of Control Under

Consideration and

Procedure(s)

or Tasks(s) Involved
	Name of Licensed Health

Care Professional Making

the Determination
	Date of

Determination
	Reason(s) for

the Exception

	
	
	
	

	
	
	
	






 Provisions for the Initial

Reporting of

Exposure Incidents

Our organization reports all exposure incidents as soon as possible (and in no case later than the end of the work shift during which they occurred) regardless of whether first aid was rendered. An exposure incident means specific eye, mouth, other mucous membrane, non-intact skin, or parenteral contact with blood or OPIM that results from the performance of an employee’s duties. Parenteral means piercing mucous membranes or the skin barrier through such events as needlesticks, human bites, cuts, and abrasions. All employees (including designated first aid providers who provide first aid regularly and those who render first aid only as a collateral duty) receive training about our policy.

The following individual is designated by our organization to receive reports of exposure incidents:

Contact person(s): 







Telephone/pager number: 






After-hours contact person: 






Telephone/pager number: 






The exposure incident report includes at least the following:

· The names of all employees involved in the exposure incident (including all first-aid providers who have rendered assistance regardless of whether personal protective equipment was used).
· A description of the exposure or first-aid incident, including:
· The time and date 
· A determination of whether an exposure incident occurred. This determination is necessary to ensure that the proper post-exposure evaluation is conducted and prophylaxis and follow-up are made available immediately if an exposure incident has occurred.

Person receiving the report: 






Telephone/pager number: 






The exposure incident report is recorded on a list of first-aid incidents (when the rendering of first aid is involved). If the exposure incident involves a sharp, the Sharps Injury Log (see page 26) will also be completed. The exposure incident report is provided to the Chief of Cal/OSHA upon request.

Note: The following forms are separate documents with their own requirements: (1) Provisions for the Initial Reporting of Exposure Incidents, (2) the Sharps Injury Log (page 26), (3) the Doctor’s First Report of Injury and Illness (5021), and (4) the Federal OSHA Log 200.
Post-Exposure Evaluation

and Follow-up

Occupational exposure to blood or OPIM requires timely and appropriate postexposure intervention. Prior to the initiation of treatment with post-exposure prophylactic (PEP) drugs, our organization verifies that the treatment is in accordance with the most current recommendations of the Centers for Disease Control and Prevention’s (CDC) weekly publication, the Morbidity and Mortality Report (MMWR). We make prearrangements to ensure that within three to four hours of an exposure incident, the exposed employee(s) receives the following: 

· Confidential medical evaluations with qualified physicians 

· Lab tests conducted by accredited laboratories

· Treatment and post-exposure PEP drugs when appropriate (e.g., antiretroviral agents, HBIG [hepatitis B immune globulin], the hepatitis B vaccination series, and other drugs)

We also make immediately available to the exposed employee(s):

· Counseling 

· Follow-up

· Other appropriate services

These prearrangements include keeping a seven day supply of PEP regimens on-site or linking to off-site providers (e.g., pharmacies) to supply those drugs on a 24-hour basis. Our prearrangements are verified periodically to ensure that the necessary medications, qualified professionals, and other services can be provided in a timely manner.
Our organization ensures that post-exposure evaluation and follow-up are:

· Made available at no cost to our employees at a reasonable time and place

· Performed by or under the supervision of a licensed physician or another licensed health care professional

· Kept current according to the recommendations of the MMWR (subscription available at www.cdc.gov/subscribe.html.)

Confidential Medical Evaluations and Follow-up

The confidential medical evaluations and follow-up provided to employees include at least the following elements:

1. Date of the exposure report: __________________

2. Description of the exposure incident

Circumstances of the incident (i.e., when, where, and how it occurred, body part[s] affected, procedure[s] being performed, sharps or other devices used, safety features on sharps or devices, PPE worn):

3. Details of exposure

· Route(s) of exposure:    Eye ____   Mouth _____   Intact skin ___   Non-intact skin ___ 

Parenteral contact _____   Other mucous membrane _____
· Type and amount of fluid, blood, or OPIM involved 





· For percutaneous exposures:

Was fluid injected? yes _______ no _______

Depth of injury (in millimeters) _______

· For skin or mucous membrane exposure:

Estimated volume of material (in milliliters)______

Duration of contact ___________

Condition of skin (chapped, abraded, or intact)_______

· Exposure from: 






Splash/splatter/spray/touching/etc.________
Contaminated sharp/item/device _______________

Other ______________________________________

· Other relevant information:
_____________________________________________________________________
​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​
​​​​​​​​​​​​​​​​​​​​​​​​​​______________________________________________________________________
4. Description of sharps or other devices involved (including type, brand, and safety feature[s]):

Safety feature on sharps/devices:
Activated _______ Deactivated ______

Ineffective ______ Defective _________

Comments on safety feature: 








5. Identification and documentation of the source individual - Our organization identifies and documents the source individual unless it is not feasible or is prohibited by state or local law. The source individual is the person who is the source of the blood or OPIM involved in an exposure incident. Procedures for source individuals who consent to testing and those who do not give consent are described below.
 If the Source Individual was not identified, explain why:
If pre-exposure samples of blood or OPIM are available from an unidentified source individual, our organization tests those available samples for HBV, HCV, and HIV infectivity.

Sample Type 



Test Date Test


     Results

Consent Obtained from the Source Individual

Testing of the source individual’s blood for HBV, HCV, and HIV infectivity is performed as soon as feasible and after his or her consent is obtained. For HIV infectivity testing, our organization obtains consent from the source individual (or his or her authorized legal representative) in the form of a “Voluntary Informed Written Consent.” If the source individual is known to be already infected with HBV, HCV, or HIV, testing to determine his or her infectivity status is not repeated.

Results of the source individual’s testing are made available to the exposed employee. The exposed employee is informed of applicable laws and regulations concerning disclosure of the identity and the infectious status of the source individual. Where applicable, source individuals (or their authorized legal representative) are informed that their sample(s) will be tested and the results documented. The testing of samples is subject to the provisions of the California Health and Safety Code sections 121130 through 121140 and other laws.

Consent Not Obtained (or Required) from the Source Individual

A source individual may refuse to give consent, and no pre-exposure sample(s) (i.e., samples collected from the source individual before the exposure incident occurred) may be available. In such situations, our organization documents that legally required consent could not be obtained and no samples are tested. If consent cannot be obtained (and is not required by law) and pre-exposure samples of blood o OPIM are available, our organization tests those samples for HBV, HCV, and HIV infectivity.

6. Collection and testing of the exposed employee’s blood. Our organization collects and tests the exposed employee’s blood for HBV, HCV, and HIV serological status as soon as is feasible and after his or her consent is obtained. If the exposed employee consents to baseline blood collection but does not give consent at that time for HIV serologic testing, the sample is preserved for at least 90 days. If the employee decides, within 90 days of the exposure incident, to have the baseline sample tested for HIV serological status, the testing is conducted as soon as is feasible. Additional samples of blood will be collected and tested, and the provisions for post-exposure prophylaxis when medically indicated are made available as recommended by the U.S. Public Health Service (in the CDC MMWR Recommendations and Reports: “Public Health Service Guidelines for the Management of Health-Care Worker Exposures to HIV and Recommendations for Postexposure Prophylaxis,” May 15, 1998, Vol. 47, No. RR-07). We consult CDC at www.cdc.gov/epo/mmwr for current recommendations.
Information Provided to the Health Care Professional

The health care professional responsible for the exposed employee’s hepatitis B vaccination series is provided a copy of 8 CCR 5193, “Blood borne  Pathogens.” In addition, we ensure that the health care professional who evaluates the employee after the occurrence of the occupational exposure incident has the following information:
· A description of the exposed employee’s duties as they relate to the exposure incident
· Documentation of the route(s) of exposure and circumstances under which the exposure occurred
· Results of the source individual’s blood testing, if available
· A copy of 8 CCR 5193, “Blood borne  Pathogens”
· All medical records relevant to the appropriate treatment of the exposed employee, including:
· Hepatitis B series vaccination status and all vaccination dates
· Medical records regarding the employee’s ability to receive the vaccination (e.g., information on whether the complete hepatitis B vaccination series was already administered, anti-body testing revealed immunity, or the vaccination was contraindicated for medical reasons).

Health Care Professional’s Written Opinion

Our organization obtains a copy of the evaluating health care professional’s written opinion within 15 days of the completion of the medical evaluation. A copy of this written opinion is provided to the employee involved in the exposure incident. The health care professional’s written opinion is limited to:
· Whether the hepatitis B vaccination series is indicated and the exposed employee has already received such vaccinations
· Post-exposure evaluation and follow-up (i.e., informing the employee about the results of the evaluation and any medical conditions resulting from the exposure to blood or OPIM requiring further evaluation or treatment)

All other findings or diagnoses remain confidential and are not included in the written opinion.

Counseling

Post-exposure counseling is provided to the employee after an exposure incident, if appropriate.

Counseling by a qualified counselor is made available to the employee regardless of his or her decision to accept serological testing. A qualified counselor may include the employee’s supervisor, a physician administering treatment to the exposed employee, or any other individual with appropriate training. A component of the counseling includes the MMWR recommendations from the Centers for Disease Control and Prevention (CDC). (A subscription to MMWR is available at www.cdc.gov/subscribe.html.) Those recommendations cover the prevention and transmission of blood borne infections (including HIV, HBV, and HCV) and other relevant topics.
Evaluation of Circumstances

Surrounding Exposure

Incidents

Our policy is to evaluate the circumstances (including the route(s) of exposure) under which all occupational exposure incidents occur. This evaluation is conducted as soon as possible after a report of an exposure incident is submitted. For each reported exposure incident, we gather and evaluate, if possible, the following information:

Date and location of exposure incident:

Employee(s) job classifications:

Tasks and procedure(s) performed:

Routes of exposure (e.g., eye, intact skin, non-intact skin, mouth, other mucous membranes,

parenteral contact, etc.):

Description of sharp(s) or other device(s) involved (including type and brand):

Personal protective equipment worn:

Other pertinent information:

Date of evaluation: _______________________

Evaluator name:    ________________________ Telephone/pager number___________________

Gathering Sharps Injury

Log Information

A sharp is any object used or encountered that can be reasonably anticipated to penetrate the skin or any other part of the body, resulting in an exposure incident. Sharps include, but are not limited to, needle devices, scalpels, lancets, broken glass and capillary tubes, exposed ends of dental wires and knives, drills, and burs. An exposure incident means a specific eye, mouth, other mucous membrane, non-intact skin, or parenteral contact with blood or other potentially infectious material that results from the performance of an employee’s duties.

Effective Procedures

A sharps injury means any injury caused by a sharp, including but not limited to cuts, abrasions, or needlesticks. A Sharps Injury Log has been established and maintained as a record (in either written or electronic form) of each exposure incident involving a sharp. Our policy is to maximize the utility of the Sharps Injury Log by filling out the information as completely as possible in easy-to-understand language. The log documents our organization’s sharps injury history in sufficient detail to support the development of effective exposure-control strategies.
Sharps Injury Log

The following information, if known or reasonably available, is documented within 14 working days of the date on which each exposure incident was reported.

1. Date and time of the exposure incident: 







2. Date of exposure incident report: 

  Report written by: 




3. Type and brand of sharp involved: 








4. Description of exposure incident:
· Job classification of exposed employee: 







· Department or work area where the incident occurred: 





· Procedure being performed by the exposed employee at the time of the incident: 


· How the incident occurred:




















· Body part(s) involved: 









· Did the device involved have engineered sharps injury protection? 
Yes _____ No _____
· Was engineered sharps injury protection on the sharp involved? 
Yes _____ No _____
	If Yes
	If No

	A. Was the protective mechanism activated at the time of the exposure incident? Yes____  No____

B. Did the injury occur before, during, or after the mechanism was activated?

______________________________

Comments: ____________________

____________________________
	A. Does the injured employee believe that a protective mechanism could have prevented the injury?

Yes____   No____


· Does the exposed employee believe that any controls (e.g., engineering, administrative, or work practice) could have prevented the injury? Yes _____ No _____
Employee’s opinion:










5. Comments on the exposure incident (e.g., additional relevant factors involved):


6. Employee interview summary:









7. Picture(s) of the sharp(s) involved (please attach if available).
Making Periodic Determinations

of the Frequency of the Use of

Sharps Involved in Exposure

Incidents

Periodic determinations are made on the frequency of use and the types, models, or brands of sharps involved in the exposure incidents documented on our Sharps Injury Log. We make these determinations (which include a review of our Sharps Injury Log) annually
The Use of Sharps Involved in Exposure Incidents

	Area/Location
of Unit
	Type/Model/ Brand of Sharp
	Task or Procedure Performed 
	Date and Description of Exposure Incident
	Frequency of

Use of Sharps*
	Supervisor Making the Determination

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


* Reasonable and effective methods are employed to approximate the frequency of use of sharps involved in exposure incidents. The methods employed by our organization include extrapolating the number of times the procedure/activity is performed based upon the number of vaccines administered over the course of a year.
Recordkeeping

Our organization establishes and maintains an accurate record of each employee with occupational exposure, including medical records, training records, and a sharps injury log, if applicable.

Medical Records

Employee medical records are kept confidential and are not disclosed or reported to any person within or outside our workplace unless the subject employee has given his or her express written consent (except as required by 8 CCR 5193, “Blood borne  Pathogens,” or other applicable laws).

Medical records include the employee’s name, Social Security number, and a copy of the employee’s:

· Hepatitis B series vaccination status and all vaccination dates

· Reports of serological testing

· Documentation regarding the ability to receive the hepatitis B vaccination series, including whether:

· The complete hepatitis B vaccination series was already given; or

· Anti-body testing revealed immunity; or

· The vaccination was contraindicated for medical reasons.

· Results from examinations, medical testing, and follow-up procedures

· Information provided to the health care professional following an exposure incident
· The health care professional’s written post-exposure evaluation
· Medical records are maintained for at least the duration of the individual’s employment plus 30 years.

Training Records

Training records include the employee’s name and job title and:

· Dates of the training sessions

· A summary of the training sessions

· Names and qualifications of persons conducting the training

Training records are maintained for three years from the date on which the training began.

Sharps Injury Log Records

The Sharps Injury Log contains the information specified in the booklet Exposure Control Plan for Blood borne  Pathogens. The log is maintained for five years from the date that the exposure incident occurred.

Availability of Records

The records noted below are provided upon request to the following individuals and agencies for examination and copying.

	Type of Record
	Provided to

	Medical
	Subject employee and person(s) having the written consent of the subject

employee

	Training
	Our employees and their representative(s)

	Sharps
	Injury Log Department of Health and Human Services, our employees, and their representative(s)

	All records
	Chief of Cal/OSHA and NIOSH


Transfer of Records

If our organization ceases to do business and there is no successor employer to receive and retain records for the prescribed periods, we will:
· Notify NIOSH at least three months prior to their disposal; and
· Transmit the records to NIOSH, if required by NIOSH to do so, within the three-month period.

Access to Employee Exposure and Medical Records

All records are established, maintained on-site, made available to our employees, and transferred in accord with 8 CCR 3204, “Access to Employee Exposure and Medical Records.”
Actively Involving Employees
in the Review and

Update of the Exposure

Control Plan

Our exposure control plan is reviewed and updated at least annually (and whenever necessary) to include:
· New or modified tasks or procedures that affect occupational exposure
· Progress in implementing the use of needleless systems and sharps with engineered sharps injury protection
· New or revised job position(s) that involve occupational exposure
· Reviews and evaluations of exposure incidents that have occurred since the previous update
· Reviews and responses to information indicating that the existing exposure control plan is deficient in any area
All employees are encouraged to provide suggestions on improving the procedures they perform. Employees contribute to the review and update of the exposure control plan by:

· Assisting our lead person in identifying and selecting appropriate and currently available engineering control devices

· Reporting issues or potential problems to supervisors
· Providing ideas, recommendations, or suggestions
· Filling out reports, questionnaires, provided by our lead person on a periodic basis
Screening Worksheet for Medical Products





Pharmacy: _______________________________________ Date: ____________________





Potential Exposure Being Addressed:  Vaccine Administration						





Name of the device and catalogue number: ______________________________________________________





This product is a needle device equipped with ESIP.





General Criteria


These criteria should be applied to each medical product being SCREENED. The criterion identified with a * should be applied to each product during TESTING. Applying this criterion can help provide a more thorough evaluation of products under actual conditions of use.





The product is:


_____ Easy to handle (e.g., not too large, heavy, or difficult to manipulate)


_____ Reliable (i.e., consistently works as intended with a minimal failure rate) *


_____ Simple to operate, requiring minimal changes in technique or additional training *


_____ Able to be used in less time than or in the same amount of time as the current device *


_____ Able to be used with both hands behind the needle (if present) at all times *


_____ Capable of maintaining patient comfort (e.g., does not interfere with the ability to puncture the 


skin or require additional punctures) *


_____ Easy to dispose of safely (e.g., fits easily into sharps containers or other containers for disposal)


_____ Available in adequate supply and various typical sizes


_____ Backed-up with appropriate safety alternatives if product shortages or delays in delivery occur


_____ Accompanied by good customer service (product representatives are available to perform in-


service training, answer questions, and address problems 24 hours a day) *


_____ Compatible with other new products *


_____ Available by using flexible purchasing agreements


_____ Recommended by other users





Additional important criteria for this product for our organization include:





												





The ESIP (i.e., safety feature), if present, on the product is:


_____ An integral part of the device 


_____ Passive, 	 _____Active 


_____ Easily activated (e.g., little force is required) by using only a one-handed technique *


_____ Easily recognizable as being permanently activated *


_____ Permanently locked into place after activation *


_____ Able to provide effective protection without blocking the view of the tip of the sharp


_____ Capable of providing an effective and permanent barrier between the user’s hands and the sharp


(i.e., the ESIP has no design or functional defects, such as sharps protruding through the shielding features) *


_____ Structurally sturdy during use and intact throughout disposal *





Conclusions


This product is:


_____ Accepted for testing	_____ Rejected for testing because______________________________________





_____ On hold pending more information because____________________________________________________





Testing Protocol Worksheet





In our organization, protocols for testing new products include the following:





Preparatory Stage





Training is provided before testing begins (e.g., identify the trainer; document the date, frequency, topics, practice sessions required, and the attendees participating).





														





														





														








 Frontline employees who will participate in the testing are identified 





														





														





														





Design Stage





Name the specific tool (including its source) used for gathering data on each device tested.





“Screening Worksheet for Medical Products” obtained from Cal/OSHA’s “A Best Practices Approach 





for Reducing Bloodborne Pathogens Exposure.”  			








State the length of the test period(s) (e.g., one to two weeks).





														





For each device tested, describe the type of trials and the estimated number of times each product will be used in the testing. 


														





														





Describe the process for collection and submittal of information to decision makers. Explain how completed evaluation forms and employee feedback will be collected; identify the testing coordinator(s); and give the dates of meetings with employees.
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