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PRINCIPAL INVESTIGATOR'S STATEMENT OF AGREEMENT FOR RESEARCH

INVOLVING RECOMBINANT DNA AND/OR BIOHAZARDOUS MATERIALS

Principal Investigator:______________________________Telephone#_______________
Campus Mail Address______________________________________________________


  Check here if there is no change from the previous Registration Document.

I attest that the information contained in the attached application, dated___________________,

is accurate and complete.  I agree to comply with the requirements pertaining to shipment and

transfer of biohazardous materials and/or recombinant DNA.  I am familiar with and agree to abide by the provisions of the current NIH Guidelines and other specific granting agency instructions pertaining to the proposed research.

I attest further that all research personnel are familiar with and understand the potential

biohazards, proposed precautions, and appropriate emergency procedures, and that the practices

and techniques required to ensure safety will be followed.  I agree to accept responsibility for

training of all laboratory workers involved in the research.

Written reports will be submitted to the Institutional Biosafety Committee concerning:

1.  Any accident that results in inoculation, ingestion, and inhalation of biohazardous materials or

recombinant DNA or any incident causing serious exposure of personnel or danger of

environmental contamination.

2.  Any problems pertaining to operation and implementation of biological and physical

containment safety procedures or equipment or facility failure, and,

3.  Any new information bearing on the Guidelines such as technical information relating to

hazards and safety procedures or innovations.

Principal Investigator:_______________________________ Date:__________________ 





(Signature - no per signature) 

IBC Protocol Number:____________________________________

For Administrative Use Only:
Last Laboratory Audit Date:_____________  Approval Date:____________
Registration Document
Request for Institutional Review/Approval for Research Activities Involving Biohazardous Materials and/or Recombinant DNA at the Biosafety Level 2 or Higher

(Must Be Typed)
Principal Investigator:_____________________________________________________
Title___________________________________________Phone #:_________________

Department:_______________________________ Email Address__________________ Messenger Mail Address____________________________Fax #___________________

Title of Research Project______________________________________________________________________________________________________________________________________

Biohazardous Agent(s)_____________________________________________________

Biosafety Level of Biological Materials___________________________

OTHER INSTITUTIONAL REVIEWS/APPROVALS

· Laboratory Animals:

Use of animals:         Yes______ No______Approval received:         Yes_____No_____

Animal biosafety level_________________Protocol number______________________

· Human Subjects:

Use of human subjects:        Yes_____ No_____ Approval received:        Yes _____No_____

Date___________________Protocol number________________________

· Radiation Safety:

Are you using radioactive material in conjunction with biohazardous materials? Yes____ No____

Authorized User Number:_____________________

Registration Document

For Research Involving Recombinant DNA,

Infectious Agents/Biological Toxins
The Prairie View A&M University Institutional Biosafety Committee (IBC) maintains a registry of all laboratories and personnel working with human pathogens, biological toxins, and potentially infectious agents.  These laboratories can be performing research, and teaching laboratory activities.  A pathogen is defined in the NIH and CDC Guidelines as any organism known to or suspected of causing infection in humans.  A biological toxin is defined as a proteinaceous poison which is toxic to humans.

The NIH Guidelines can be found online at:

http://www4.od.nih.gov/oba/rac/guidelines_02/NIH_Guidelines_Apr_02.htm#_Toc7261583.

The CDC Guidelines can be found online at:

http://www.cd.gov/od/ohs/biosfty/bmb14/bmb14toc.htm.
Additionally, the IBC reviews proposed work with recombinant DNA molecules and genetically modified animals.  Proposed work must be reviewed and approved prior to the initiation of research.  Please consult the Prairie View A&M University Biosafety Manual located at www.carc.pvamu.edu and NIH Guidelines for Research Involving Recombinant DNA Molecules for information needed to complete the registration form and development of an exposure control plan.

The Principal Investigator (PI) is responsible for completing the appropriate parts of this registration document and for notifying the IBC when information submitted in this document changes, such as personnel, location, procedures, etc.  If such changes occur, the PI will be required to fill out an amendment form.

IBC protocols are active for a period of three years.  Once a year, an investigator will be required to submit a Continuing Review application to renew the protocol.  After a period of three years, the protocol will expire and a new protocol must be submitted if the investigator wishes to continue research.

Please type of print legibly.  This form must be completed, signed by all appropriate personnel, and submitted to the IBC through the Office of Regulatory Research Compliance, prior to initiation of research.  Failure to provide all information requested, including requested signatures, will lead to a delay in processing your request.  If further instructions are necessary, please contact the IBC Chair, Selemasit Woldesenbet at (936)857-4061 or Compliance Officer, Marcia Shelton at (936)261-1588.

CHECKLIST AND TABLE OF CONTENTS

For Institutional Biosafety Protocols
The following is a table of contents of the items included in this form.  The checklists on the next page are to assist you in developing a complete registration document.  Checklist 2 is to facilitate compliance and approval of the laboratory.
When your IBC application is complete, please number its pages using the blanks at the bottom of each page.  Pages should be numbered in the format [page number] of [total number of pages].  Send completed IBC applications to, Office of Research Compliance, the IBC office can be contacted at (936)261-1588.

Please allow sufficient time for processing of your application.  It may take 30-60 days to obtain IBC approval.  Your protocol will be delayed if it is missing any required information.

  Part I:   Investigator Identification (required of all investigators)
   Part II:   Risk Assessment (required of all investigators)
   Part III:   Investigator Assurance (required of all investigators)
   Part IV:   Exposure Control Plan
   Part V:   Facilities and Research Laboratory with Select Agents from the CDC, USDA, or overlap lists

Biosafety Checklist 1

Each Investigator (PI)

1.
Must describe the nature of the research 

a.
include what procedures are being carried out;

b.
what Bio-Safety practices are employed;

c.
where each aspect of the work is being done; and,

d.
who are the researchers, lab workers and collaborators.

2.
Each investigator should do a risk assessment using the 

a.
risk group 

b.
biosafety level containment

c.
listing of infectious agents and other potentially hazardous material

3.
Investigator must complete an assurance statement 

a.
it must be signed by the PI 

b.
It must be signed by the Department Head.  

c.
The investigator should ensure that the laboratory:

1.
Meets the successful criteria of a biosafety containment level 

2.
Development an exposure and control plan which includes

a.
a thorough identification of methods of compliance

b.
is inclusive of but not limiting to exposure determination, 

c.
implementation schedule and methodology,

d.
precautions, 

e.
engineering and work practice controls,

f.
record keeping,

g.
medical evaluation

h.
exposure follow-up evaluation

i.
training. 

Checklist 2

Laboratory Inspections: A Do-It-Yourself Guide

 

 

Self Inspection

The IBC recommends that each lab carry out a documented semiannual self-inspection using the criteria outlined here. The IBC and Risk Management spot check laboratories using the same criteria. Inspections are not limited to biosafety, but encompass chemical, electrical, fire and general safety issues. The purpose of the inspections is not to create a restrictive environment but rather to assist in ongoing safety education of PVAMU students and employees.

 

A. Laboratory Management

1. Posted emergency protocols

2. RM&S safety training and BBP training if applicable.

3. Forms reviewed and approved by the IBC

4. Emergency call-list

 

B. Facility/Equipment

1. Airflow from lower-hazard to higher-hazard areas

2. Eating and drinking in designated areas.

3. Neat or cluttered work areas

4. Biosafety cabinet: make, model, size, number

5. Negative-pressure thimble connection on biosafety cabinet

6. Biosafety cabinet certification: date of last certification

7. Decontamination of biosafety cabinet before use and the name of the decontamination agent

8. Decontamination of biosafety cabinet after use and the name of the decontamination agent

9. Neat uncluttered grate in biosafety cabinet

10. Neat or cluttered work area in biosafety cabinet

11. HEPA filter on vacuum line

12. How full is the suction flask?

13. Autoclave: make, model, frequency of autoclave calibration, log

14. Centrifuge: make, model, condition of centrifuge bucket, condition of centrifuge rotors (check for stress cracks), condition of centrifuge interior (check for residue buildup), log

15. Spill-kit availability

 

C. Work Practices

1. Aerosol-generating procedures and steps taken to control them

2. Effective use of biosafety cabinets

3. Surface decontamination: disinfectant used, contact time, frequency

4. Are lab coats worn or not

5. Are safety glasses required; if so, are they worn or not

6. Any evidence of eating in the lab areas

 

D. Hazard Communication

1. Biosafety placard posted at entrance to the lab

2. Is the Exposure Control Plan completed

3. Hepatitis B vaccination registration/ declination records (when appropriate)

4. Signed informed consent for immunodeficient individuals

5. Appropriate biosafety cabinet signage (Biohazard placard for BSCs in which biohazards are used.)

6. Review of training records and date of last training

7. Autoclave records (last spore-check date, positive or negative)

 

E. Biohazard Waste Handling

1. Labeled rigid containers with lids

2. Double, red autoclave bags

3. Transportation of biohazardous waste

4. Only biohazard waste in red bags

5. Sharps containers

6. Autoclave waste containers

 

F. Interview

1. Biosafety knowledge

2. Hazards of materials in their work

3. Waste disposal practices

4. Special precautions, practices or procedures

5. Personal protective equipment

6. Emergency response procedures

 

 

Regulatory Agency Inspection

Notify the IBC and EHSD if an official of a regulatory agency attempts to inspect your laboratory. No laboratory may be inspected by such officials without full knowledge of the IBC and EHSD and participation of an IBC and EHSD representative. This is for your protection. 

PART I

Investigator Identification
All investigators must assess the risk of their work and complete this part.

A. 
Principle Investigator Information

Name   _________________________________________________________________

Department   _______________________ 
Campus Mail Stop   ___________________

Office location (building, room number):   _____________________________________

Address   ________________________________________________________________



City



State



Zip


Phone   ___________________
_________________

__________________


   Office


   Laboratory


Emergency/after hours


Fax   _____________________
E-mail   ___________________________________
B. 
Funding Sources
C. 
Research Objectives
Briefly describe your research objectives.  Justify the use of biological toxins, pathogens, potentially infectious material, and/or rDNA in your goals.

PART II

Risk Assessment
All investigators must complete this part.

A. 
Risk Management Matrix
Evaluate the impact of the inappropriate or accidental release of the most hazardous agent used in your laboratory.

	
	
	Probability That Something May Go Wrong

	
	
	A
Likely to occur

immediately or in a

short period of time,

expected to occur

frequently
	B
Probably may

occur in time
	C
May occur in time
	D
Unlikely to occur

	Seriousness of Risk


	I
May result in death
	5
	5
	4
	3

	
	II
May cause severe injury, major damage or low, and/or result in negative publicity for the participant involved
	5
	4
	3
	2

	
	III
Participation presents a minimal threat to safety, health and well-being of participants
	4
	3
	2
	1

	
	IV
No more than minimal risk
	3
	2
	1
	1


 SEQ CHAPTER \h \r 1Green Zone – 1
Yellow Zone – 2 through 3

Red Zone – 4 through 5

Does your protocol fall in the Yellow zone (2 through 3) or Red Zone (4 through 5)?


   No.


   Yes.   Please call the IBC at (936)857-4061 for further instructions.

B. 
Will you be using an agent classified as a Risk Group 3 or 4?   (See Appendix 1 of this document for Risk Group Classification.)


   No.


   Yes.

C. 
Will you be using an agent listed on the CDC, USDA, or overlap lists of Select Agents?  (See Appendix 2 of this document for a listing of select agents.)


   No.

· Yes.   Fill out Attachment D of this form.

D.
Complete an Exposure Control Plan and Emergency Response Procedure in accordance with the appropriate biosafety and containment level.
 SEQ CHAPTER \h \r 1PART III

Investigator Assurance
All investigators must complete this part.

!
I agree to use lab practices that meet the biosafety level (BSL) required by my work.  (For definitions of biosafety levels, please see Appendix 1 of this document or refer to biosafety manual.)

!
I have read the NIH Guidelines and I acknowledge my responsibility for the conduct of this research in accordance with Section IV-B-7 of the NIH Guidelines.

! 
I have the knowledge and training required to safely handle the materials described (provide document).

! 
I agree to provide a complete and thorough exposure and control plan.

! 
I agree to conduct these experiments in accordance with all PVAMU and IBC policies.

! 
I acknowledge my responsibility to secure and control the biological agents used in this project.

! 
Entry doors to the laboratory will be closed and locked when the laboratory is unattended.

! 
I agree to provide information on hazards, laboratory security and emergency policies and procedures to personnel working in my laboratory.

! 
I agree to contact the Office of Environmental Health & Safety before the transfer of any select agents.  EH&S can be contacted at (936) 857-4121.

___________________________________


______________________________

Signature of Principal Investigator



Date

___________________________________
Typed/Printed Name

___________________________________


______________________________

Signature of Thesis Advisor




Date

___________________________________


______________________________

Signature of Unit Head/Department Head




Date

___________________________________
Typed/Printed Name

Part V
Exposure and Control Plan
In order to facilitate the development of an exposure control plan the following has been developed to assist the PI.  Any additional information must be added or attached.   

Exposure Determination 

1.  All employers are required to perform an exposure determination concerning which employees may incur occupational exposure to blood or other potentially infectious materials (OPIM). The exposure determination is made without regard to the use of personal protective equipment (i.e. employees are considered to be exposed even if they wear personal protective equipment). This exposure determination is required to list all job classifications in which all employees may be expected to incur such occupational exposure, regardless of frequency. At this facility the following job classifications are in this category:

	 

	 

	 

	 

	 

	 


In addition, if the employer has job classifications in which some employees may have occupational exposure then a listing of those classifications is required. Since not all the employees in these categories would be expected to incur exposure to blood or other potentially infectious materials, tasks or procedures that would cause these employees to have occupational exposure are also required to be listed in order to clearly understand which employees in these categories are considered to have occupational exposure. The job classifications and associated tasks/procedures for these categories are as follows:
	Job Classifications
	Task/Procedures

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


2. Implementation Schedule and Methodology 
This plan must include a schedule and method of implementation for the various requirements of the standard. The following complies with this requirement:
	 

	 

	 

	 


Compliance Methods 
A.  Universal precautions will be observed at this facility in order to prevent contact with blood or other potentially infectious material. All blood or other potentially infectious material will be considered infectious regardless of the perceived status of the source.
B.  Engineering and work practice controls will be utilized to eliminate or minimize exposure to employees.  Where occupational exposure remains after institution of these controls, personal protective equipment shall also be utilized. The following engineering controls will be utilized: (list controls, such as sharps containers ,autoclave, disposable resuscitation equipment, disposable pipette bulbs , biological safety cabinet-AKA biohood, needleless systems, sharps with engineered sharps injury protection for employess etc.)
	 

	 

	 

	 


The above controls will be examined and maintained on a regular schedule. The schedule for reviewing the effectiveness of the controls is as follows: (list schedule such as daily, once/week, etc. as well as list who has the responsibility to review the effectiveness of the individual controls, such as the supervisor for each department, etc.)
	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


  

Handwashing facilities are also available to the employees who incur exposure to blood or other potentially infectious materials.  These facilities be readily accessible after incurring exposure. At this facility handwashing facilities are located: (list locations, such as patient rooms, procedure area, etc. If handwashing facilities are not feasible, the employer is required to provide either an antiseptic cleanser in conjunction with a clean cloth/paper towel or antiseptic towelettes. If these alternatives are used then the hands are to be washed with soap and running water as soon as feasible. Employers who must provide alternatives to readily accessible handwashing should list the location, task, and responsibilities to ensure maintenance and accessibility of these alternatives).
	 

	 

	 

	 


C.  Work Practice Controls 

After removal of personal protective gloves, employees shall wash hands and any other potentially contaminated skin area immediately or as soon as feasible with soap and water. If employees incur exposure to their skin or mucous membranes then those areas shall be washed or flushed with water as appropriate as soon as feasible following contact. 

Needles 
Contaminated needles and other contaminated sharps will not be bent, recapped, removed, sheared or purposely broken. OSHA allows an exception to this if the procedure would require that the contaminated needle be recapped or removed and no alternative is feasible and the action is required by the medical procedure. If such action is required then the recapping or removal of the needle must be done by the use of mechanical device or a one-handed technique. At this facility recapping or removal is only permitted for the following procedures: (list the procedures and also list the mechanical device to be used or alternatively if a one-handed technique will be used)
	 

	 

	 

	 


Containers for Reusable Sharps

Contaminated sharps that are reusable are to be placed immediately, or as soon as possible, after use into appropriate sharps containers. At this facility the sharps containers are puncture resistant, labeled with a biohazard label, and are leak proof. (Employers should list here where sharps containers are located as well as who has responsibility for removing sharps from containers and how often the containers will be checked to remove the sharps.)

	 

	 

	 


Work Area Restrictions

In work areas where there is a reasonable likelihood of exposure to blood or other potentially infectious materials, employees are not to eat, drink, apply cosmetics or lip balm, smoke, or handle contact lenses. Food and beverages are not to be kept in refrigerators, freezers, shelves, cabinets, or on counter tops or bench tops where blood or other potentially infectious materials are present. 

Mouth/pipetting/suctioning of blood or other potentially infectious materials is prohibited. 

All procedures will be conducted in a manner which will minimize splashing, spraying, splattering, and generation of droplets of blood or other potentially infectious materials. Methods which will be employed at this facility to accomplish this goal are: (list methods, such as covers on centrifuges, usage of dental dams if appropriate, etc.)
	 

	 

	 

	 


D.  Specimens

Specimens of blood or other potentially infectious materials will be placed in a container which prevents leakage during the collection, handling, processing, storage and transport of the specimens.
The container used for this purpose will be labeled or color coded in accordance with the requirements of the OSHA standard. (Employers should note that the standard provides for an exemption for specimens from the labeling/color coding requirement of the standard provided that the facility utilizes universal precautions in the handling of all specimens and the containers are recognizable as containing specimens. This exemption applies only while the specimens remain in the facility. If the employer chooses to use this exemption then it should be state here.
__________) 
Any specimens which could puncture a primary container will be placed within a secondary container which is puncture resistant. (The employer should list here how this will be carried out, e.g. which specimens, if any, could puncture a primary container, which containers can be used as secondary containers and where the secondary containers are located at the facility.) 
	 

	 

	 

	 


If outside contamination of the primary container occurs, the primary container shall be placed within a secondary container which prevents leakage during the handling, processing, storage, transport, or shipping of the specimen.

E.   Contaminated Equipment

Equipment which has become contaminated with blood or other potentially infectious materials shall be examined prior to servicing or shipping and shall be decontaminated as necessary unless the contamination of the equipment is not feasible. (Employers should list here any equipment which it is felt can not be decontaminated prior to servicing or shipping.__________________)
F.  Personal Protective Equipment

All personal protective equipment used at this facility will be provided without cost to employees. Personal protective equipment will be chosen based on the anticipated exposure to blood or other potentially infectious materials. The protective equipment will be considered appropriate only if it does not permit blood or other potentially infectious materials to pass
through or reach the employees’ clothing, skin, eyes, mouth, or other mucous membranes under normal conditions of use and for the duration of time which the protective equipment will be used. 

Protective clothing will be provided to employees in the following manner: (list how the clothing will be provided to employees, e.g. who has responsibility for distribution, etc. and also list which procedures would require the protective clothing and the type of protection required, this could also be listed as an appendix to this program)\
	 

	 

	 

	 


The employer could use a checklist as follows:
	Personal Protective Equipment
	Task

	Gloves:
	 

	Lab Coat
	 

	Face Shield
	 

	Clinic Jacket
	 

	Protective Eyewear (with sold side shield)
	 

	Surgical Gown
	 

	Shoe Covers
	 

	Examination Gloves
	 

	Other PPE (list)
	 


All personal protective equipment will be cleaned, laundered, and disposed of by the employer at no cost to employees. All repairs and replacements will be made by the employer at no cost to employees.

All garments which are penetrated by blood shall be removed immediately or as soon a feasible. All personal protective equipment will be removed prior to leaving the work area. The following protocol has been provided to facilitate leaving the equipment at the work area: (list where employees are expected to place the personal protective equipment upon leaving the work area, and other protocols, etc.)
	 

	 

	 

	 

	 


Gloves shall be worn where it is reasonably anticipated that employees will have hand contact will blood, other potentially infectious materials, non-intact skin, and mucous membranes. Gloves will be available from_______ (state location and/or person who will be responsible for distribution of gloves) Gloves will be used for the following procedures:
	 

	 

	 

	 


Disposable gloves used at this facility are not to be washed or decontaminated for reuse and are to be replaced as soon as practical when they become contaminated or as soon as feasible if they are torn, punctured, or when their ability to function as a barrier is compromised. Utility gloves will be discarded if they are cracked, peeling, torn, punctured, or exhibit other signs of deterioration or when their ability to function as a barrier is compromised.

Masks in combination with eye protection devices, such as goggles or glasses with solid side shield, or chin length face shields, are required to be worn whenever splashes, spray, splatter, or droplets of blood or other potentially infectious materials may be generated and eye, nose, or mouth contamination can reasonably be anticipated. Situations at this facility which would require such protection are as follows:
	 

	 

	 

	 


The OSHA standard also requires appropriate protective clothing to be used, such as lab coats, gowns, aprons, clinic jackets, or similar outer garments. The following situations require that such protective clothing be utilized:
	 

	 

	 

	 


G.  Housekeeping 

This facility will be cleaned and decontaminated according to the following schedule: (list area and schedule)
	 

	 

	 

	 


Decontamination will be accomplished by utilizing the following materials: (list the materials which will be utilized, such as bleach solutions or EPA registered germicides)
	 

	 

	 

	 


All contaminated work surfaces will be decontaminated after completion of procedures and immediately or as soon as feasible after any spill of blood or other potentially infectious materials, as well as the end of the work shift if the surface may have become contaminated since the last cleaning. (Employers should add in any information concerning the usage of protective coverings, such as plastic wrap which they may be using to assist in keeping surfaces free of contamination.)
	 

	 

	 

	 


All bins, pails, cans, and similar receptacles shall be inspected and decontaminated on a regularly scheduled basis_____ (list frequency and by whom).
	 

	 

	 

	 


Any broken glassware which may be contaminated will not be picked up directly with the hands. The following procedures will be used:
___________________________________________________
___________________________________________________

H.  Regulated Waste Disposal

All contaminated sharps shall be discarded as soon as feasible in sharps containers which are located in the facility. Sharps containers are located in (specify locations of sharps containers) 
	 

	 

	 

	 


Regulated waste other than sharps shall be placed in appropriate containers. Such containers are located in: (specify locations of containers).
	 

	 

	 

	 


I.  Laundry Procedures

Laundry contaminated with blood or other potentially infectious materials will be handled as little as possible. Such laundry will be placed in appropriately marked bags at the location where it was used. Such laundry will not be sorted or rinsed in the area of use.

All employees who handle contaminated laundry will utilize personal protective equipment to prevent contact with blood or other potentially infectious materials. 

Laundry at this facility will be cleaned at_______ . and in the following manner.  (Employers should note here if the laundry is being sent off site. If the laundry is being sent off site, then the laundry service accepting the laundry is to be notified, in accordance with section (d) of the standard.)
	 

	 

	 

	 


J.  Hepatitis B VaccineVaccination Program  
All employees who have been identified as having exposure to blood or other potentially infectious materials will be offered the Hepatitis B vaccine, at no cost to the employee. The vaccine will be offered within 10 working days of their initial assignment to work involving the potential for occupational exposure to blood or other potentially infectious materials unless the employee has previously had the vaccine or who wishes to submit to antibody testing which shows the employee to have sufficient immunity. 

Employees who decline the hepatitis B vaccine will sign a waiver which uses the wording in Appendix A of the OSHA standard.

Employees who initially decline the vaccine but who later wish to have it may then have the vaccine provided at no cost. (Employers should list here who has responsibility for assuring that the vaccine is offered, the waivers are signed, etc. Also the employer should list who will administer the vaccine)
K.  Post-Exposure Evaluation and Follow-up
When the employee incurs an exposure incident, it should be reported to (list who has responsibility to maintain records of exposure incidents):
	 

	 

	 

	 


All employees who incur an exposure incident will be offered post- exposure evaluation and follow-up in accordance with the OSHA standard.

Medical Evaluation and Follow Up to Exposure

This follow-up will include the following:

· Documentation of the route of exposure and the circumstances related to the incident

· If possible, the identification of the source individual and, if possible, the status of the source individual. The blood of the source individual will be tested (after consent is obtained) for HIV/HBV infectivity.

· Results of testing of the source individual will be made available to the exposed employee with the exposed employee informed about the applicable laws and regulations concerning disclosure of the identity and infectivity of the source individual. (Employers may need to modify this provision in accordance with applicable local laws on this subject.) Modifications should be listed here:____________________
_________________________ 

· The employee will be offered the option of having their blood collected for testing of the employees HIV/HBV serological status. The blood sample will be preserved for at least 90 days to allow the employee to decide if the blood should be tested for HIV
serological status. However, if the employee decides prior to that time that testing will be conducted then the appropriate action can be taken and the blood sample discarded.

· The employee will be offered post exposure prophylaxis in accordance with the current recommendations of the U.S. Public Health Service. These recommendations are currently as follows: (these recommendations may be listed as an appendix to the plan
	 

	 

	 

	 


· The employee will be given appropriate counseling concerning precautions to take during the period after the exposure incident. The employee will also be given information on what potential illnesses to be alert for and to report any related experiences to appropriate personnel. 

· The following person(s) has been designated to assure that the policy outlined here is effectively carried out as well as to maintain records related to this policy: 
	 

	 

	 

	 


L.  Interaction with Health Care Professionals


A written opinion shall be obtained from the health care professional who evaluates employees of this facility. Written opinions will be obtained in the following instances:

1. When the employee is sent to obtain the Hepatitis B vaccine.

2. Whenever the employee is sent to a health care professional following an exposure incident. 

Health care professionals shall be instructed to limit their opinions to:

1. Whether the Hepatitis B vaccine is indicated and if the employee has received the vaccine, or for evaluation following an incident.

2. That the employee has been informed of the results of the evaluation, and

3. That the employee has been told about any medical conditions resulting from exposure to blood or other potentially infectious materials. (Note that the written opinion to the employer is not to reference any personal medical information) 
M.  Recordkeeping 
All records required by the OSHA standard will be maintained by (insert name or department responsible for maintaining records)____________ .

Dates 
All provisions required by the standard will be implemented by __________ (insert date for implementation of the provisions of the standards).
N.  Contaminated Sharps Injury Log.
O.  Training Log

Training records will me maintained by ______________________________.and kept at this site ___________________________________  A copy of the training will be submitted to IBC.
Page ___ of ___


