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Section V – Risk Assessment (pp. 76-83)

QUESTIONS

1.                  In the context of the microbiological and biomedical laboratories, the assessment of risk focus primarily on the prevention of laboratory associated infections.  Truer or False.

2.                  Risk assessment can be qualitative or quantitative.  In the presence of known hazards (e.g., residual levels of formaldehyde gas after a laboratory decontamination), ***. assessment can be done.

a.       Quantitative

b.      Qualitative

c.       a and b

d.      None of the above        

3.                  In the face of such complexity, meaningful quantitative sampling methods are frequently unavailable.  Therefore, the process of doing risk assessment for work with biohazardous materials depends on a prescribed algorithm.  True or False

4.                  The ****. or ****.. is responsible for assessing risks in order to set the biosafety level for the work.  This should be done in close collaboration with the ****.. to ensure compliance with established guidelines and regulations.    

5.                  In performing a qualitative risk assessment, all the risk factors are first identified and explored.  True or False.

6.                  Related information in performing a qualitative risk assessment are available from:

a.       BMBL manual

b.      NIH Recombinant DNA Guidelines

c.       The Canadian Laboratory Biosafety Guidelines

d.      The WHO Biosafety Guidelines. 

e.       All of the above

7.                  The challenge of risk assessment lies in those cases where complete information on these factors is unavailable.  When insufficient information forces subjective judgment, it is advisable to apply:

a.   Conservative approach

b.   Universal precautions

c.   a and b.

8.         The factors of interest in a risk assessment include:

            a.   The pathogenicity of the infectious or suspected infectious agent, including disease incidence and severity.

            b.   The route of transmission

            c.   Agent stability

            d.   The infectious dose of the agent 

            e.   The concentration of the agent

            f.    The origin of the potentially infectious material

            g.   The availability of data from animal studies

            h.   The established availability of an effective prophylaxis or therapeutic      intervention.

            i.    Medical surveillance

            j.    An evaluation of the experience and skill level of at-risk personnel

            l.    All of the above

9.         Work with HIV and hepatitis B virus is done at BSL-2.  True or False

10.       Laboratory acquired infection with HIV work is extremely high.  True or False.

11.       Agents that can be transmitted by the aerosol route have been caused most laboratory infections compare than parenteral and ingestion route.  True or False

12.       The laboratory worker*s immune status is not directly related to his/her susceptibility to disease when working with an infectious agent.  True or False.

13.       The volume of concentrated material being handled is also important consideration when performing risk assessment.  True or False.

14.       The most common form of prophylaxis is **** with an effective vaccine

15.       Medical surveillance is part of risk management, it may include 

            a.   Serum banking

            b.   Monitoring employee health status

            c.   Participating in post-exposure management.

            d.   All of the above

16.       Risk assessment must also include an evaluation of the **. and **.of at-risk personnel such as laboratorians and maintenance, house keeping, and animal care personnel.

17.       Some questions that may help in this risk assessment for materials containing infectious agents when limited information are available:

            a.   Why is an infectious agent suspected?

            b.   What epidemiological data are available?

            c.   What route of transmission is indicated?

            d.   What is the mortality or morbidity rate associated with the agent?

            e.   What medical data are available?

            f.    All of the above

18.       In the absence of hard data, a conservative approach is advisable.  True or False.

19.       It is highly likely that future applications of recombinant DNA technology will produce new hybrid viruses.  True or False.

20.       The National Institute of Health publication, ******.. is a key reference in establishing an appropriate biosafety level for work involving recombinant microorganism.

21.       What kind of recombinant viruses is now routinely developed?

22.       What are the points to consider in work with recombinant microorganisms?

            a.   Does the inserted gene encode a known toxin or a relatively uncharacterized toxin?

            b.   Does the modification have the potential to alter the host range or cell tropism of the virus?

            c.   Does the modifications have the potential to increase the replication capacity of the virus?

            d.   Does the inserted gene encode a known oncogene?

            e.   Does the inserted gene have the potential for altering the cell cycle?

            f.    Does the vial DNA integrate into the host genome?

            g.   What is the probability of generating replication-competent viruses?

            h.   All of the above

23.       To evaluate the risk assessment, it is important that the organization have a properly constituted and informed ***, as outlined in NIH guidelines.

24.              In the absence of information that suggest materials that may or may not contain unknown infectious agents (i.e., blood), universal precautions are indicated.  True or False.

25.              The risk assessment for biological hazards (i.e., animal studies) should particularly focus on the animal facility*s potential for increased exposure, both to **** pathogens and to **** agents.

26.              Animals that shed virus through respiratory dissemination or dissemination in urine or feces are less hazardous than those do not.  Truer or False

27.              Animal handlers in research facilities working on infectious agents have a greater risk of exposure from the **.., *.. and **..

28.              The BMBL described risk assessment process is also applicable to laboratory operations other than those involving the use of primary agents of human disease.  True or False.

29.              Microbiological studies of animal host-specific pathogens, soil, water, food, feeds, and other natural or manufactured materials, pose comparatively higher risks for the laboratory worker.  True or False.

30.              Microbiologist and other scientist working with materials in question 29 may find the practices, containment equipment and facility recommendations described in BMBL publication of value in developing *** to meet their own assessed needs.

Section V – Risk Assessment (pp. 76-83)

ANSWERS
1.   True

2.   c

3.   False, It  can not depend on a prescribed algorithm

4.   Laboratory director or principal investigator, in close collaboration with the Institutional Biosafety Committee (and or other biosafety professionals as needed)

5.   True

6.   e

7.   c

8.   l

9.   True

10.  False.  Low

11.  True

12.  False.  It is directly related to his/her susceptibility to disease when working with an infectious agent.

13.  True

14.  Immunization

15.  d

16.   Experience and skill level

17.  f.  

18.  True

19.  True

20.  Guidelines for Research Involving Recombinant DNA Molecules

21.  Adenovirus, alphaviruses, retroviruses, vaccinia viruses, herpesviruses, and others designed to express heterologous gene products.

22.  h

23.  Institutional Biosafety Committee

24.  True

25.  Human and to zoonotic

26.  False. Far more hazardous than those do not.

27.  Animal aerosols, bites and scratches

28.  True

29.  False.  Lower.

30.  Operational standards

Section VI – Recommended Biosafety Levels for Infectious Agents and Infected Animals (pp. 84-87)

QUESTIONS

1.                        Selection of an appropriate biosafety level for work with a particular agent or animals studies depend on number of factors:

      Virulence of the agent

      Pathogenicity of the agent

      Biological stability

      Route of spread

      Communicability of the agent

      The nature or function of the laboratory, the procedure and manipulations involving the agent

      The endemicity of the agent

      The availability of effective vaccines or therapeutics measures

      All of the above

  2.             Personnel working with infectious materials (i.e., hepatitis B virus, M. tuberculosis); the potential for laboratory- associated infections is high, even in the absence of previously documented laboratory-associated infections (e.g., exotic arboviruses); or the consequences of infection are grave.  True or False                                                                        

3.              Investigational New Drug (IND) products, when applicable, recommendations for the use of these products are based on current recommendations of the ***.., and are specifically targeted to at-risk laboratory personnel and others who must work in or enter laboratory areas.

4.               Appropriate precautions should be taken in the administration of administration of***virus vaccines in individuals with ***. or other ***.., in which viral infection could  result in adverse consequences.

5.                    Persons with altered immunocompetence may be at an increased risk when exposed to infectious agents.  True or False.

6.                    The risk of becoming infected or the consequence of infection may also be   influenced by such factors as:

a.       Age

b.      Sex

c.       Race

d.      Pregnancy

e.       Surgery (e.g., splenectomy, gastrectomy)

f.        Predisposing diseases (e.g., diabetes, lupus erythematosus)

g.       Altered physiological function

h.       All of the above

7.         The biosafety level assigned to an agent is based on the activities associated                         with the growth and manipulation of the ***. and **.. of infectious                 agents required to accomplish identification or typing.

8.         If activities with clinical materials pose a lower risk to personnel than those   activities associated with manipulation of cultures, a lower biosafety level is          recommended.  True or False.

9.         ***.. refers to large volume or concentrations of infectious agents                      considerably in excess of those typically used for identification and typing             activities.

10.        A higher biosafety level may be indicated by the unique nature of the            proposed activity such as:

a.       The need for special containment for experimentally generated aerosol for inhalation studies.

b.      The proximity of the laboratory to areas of special concern (e.g., diagnostic laboratory located near patient care areas).

c.       All of the above

d.      None of the above.

11.      In question 10 situations, what kind of biosafety level is recommended?

           a.   Biosafety Level 1

           b.   Biosafety Level 2

           c.   Biosafety Level 3

           d.   Biosafety Level 4

12.      Routine diagnostic work with HIV clinical specimens can be done safely at                          Biosafety Level 2, using Biosafety Level 2 practice and procedures.  True or                          False.

13.           Research work (including co-cultivation, virus replication studies, or manipulations involving concentrated virus) can be done in a BSL-...  facility, using BSL- ... practices and procedures.  Virus production activities, including virus concentrations, require a BSL-.. facility and use of BSL-* practices and procedures.

14.           The decision to adapt Biosafety level recommendations in this manner should be made only by the Veterinarian.  True or False.

15.           Sera of human origin may contain hepatitis B virus.  True or False

16.           All blood or blood-derived fluids should not be handled under conditions that reasonably preclude cutaneous, mucous membrane or parenteral exposure of personnel.  True or False.

17.           Sputa submitted to the laboratory for tubercle bacilli assay should be handled under conditions which reasonably preclude the generation of **.. during the manipulation of clinical materials or cultures.

18.           The laboratory director is also responsible for appropriate risk assessment and for utilization of appropriate practices, containment equipment, and facilities for agents not included in the agent summary statements.  True or False.
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ANSWERS

1.   i

2.   True

3.   Public Health Service Advisory Committee on Immunization Practice

4.   Live attenuated virus vaccines, with altered immunocompetence, or other medical condition (e.g., pregnancy).

5.   True

6.   h

7.   Quantities and concentrations

8.   True

9.   Production quantities

10.  c

11.  c

12.  True

13.  BSL-2 , BSL-3, BSL-3, BSL-3

14.  False.  The laboratory director

15.  True

16.  False.  It should be handled under conditions that reasonably preclude cutaneous, mucous membrane or parenteral exposure of personnel.

17.  Aerosols

18.  True

