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Module 1. Pre-test ISO 15190,upto clause 10. Please indicate True or False to each question or statement below according to the standard ISO 15190.The references are shown here for suggested reading, not for citing the reference clause.

…..Q1.ISO 15190 is a medical laboratory requirement for safety.(cover page)
…..Q2.There are requirements to ensure that there is a named person ultimately 
responsible and that all employees take responsibility for safety at their own work and the safety of others who may be affected by it.(introduction)
…..Q3.Where hazards can not be eliminated,the risk is reduced to the minimal 
level,using the following order of priority;
containment>substitution>personal protective measures and 

equipment.(introduction)
……Q4.Safety is the primary consideration;cost is of the first

importance.(introduction)
…..Q5.Medical laboratories handling with pathogens requiring containment levels 
3 and 4 will need additional requirements to ensure safety.(introduction)
…..Q6.This ISO shell not be used as a guidance on accreditation.(introduction)
…..Q7. ISO 15189:2007,Medical laboratories-Particular requirements for quality 
and competence is the normative reference of ISO 15190.(2)
…..Q8. Aerosols are particles dispersed in a gas,smoke,fog or solid surface.(3.1)
…..Q9. Antisepsis is the method for avoiding infection in a wound by the usage of 
antibiotics.(3.2)
…..Q10.Cleaning is the process to remove visible type of contamination.(3.5)
…..Q11. Decontamination is the procedure that eliminates or reduces microbial 
contamination to a safe level,this is not include toxic agent contamination.(3.7)
…..Q12.Microiological safety cabinet (MSC) offers protection,not only to the 
user,but also to the environment.(3.14)
…..Q13.Clean room,SCP class 1 ,is safe enough for working with human 
pathogens.(3.14)
…..Q14. Viruses and prions are not defined as microorganisms.(3.15)

…..Q15. Sterilization is a validated process to render a product free from 
microorganisms and hazardous chemicals.(3.24)
…..Q16. Biological agents are classified into 5 risk groups.(4)
…..Q17. Risk group 2 includes pathogens that cause diseases, moderate individual 
risk and low community risk eg. Stap. Aureus,Listeria monocytogenes  (4,b)
…..Q18. Risk group 3 includes pathogens that cause serious diseases, high 
individual risk and low community risk eg. Sal. typhi,prions  (4,b)
…..Q19.Avian Flu,HIV/AIDS,TB are the pathogens in the risk group 5  and are 
required special safety measures to ensure safety.(4)

…..Q20. Risk group 4 includes pathogens that cause serious diseases,often 
untreatable, high individual risk and high community risk eg. Small pox  (4,d)

…..Q21.The ultimate responsibility concerning safety shall rest with the laboratory 
management.(5.1)
…..Q22.All personnel shall be immunized to prevent infections associated with 
individual risks. Records shall be kept and updated.(5.2)
…..Q23.For workers,cleaners and clerks who do not touch the specimen 
directly,training for safety may be option.(5.2)
…..Q24. Containment of all pathogens,physical and chemical hazards shall be 
matched to the assessed risks.(6.2)
…..Q25. Corridors and passages to the exits may be used for some office 
works.(6.2)
…..Q26. Phlebotomy facilities may be located in area for sample 
reception,admistrative and analytical ,as far as the area is a clear separation 
from another ones.(6.2)
…..Q27.Hand washing sinks should  have stoppers in the basin for soaking 
purpose.(6.2)
…..Q28.Air-circulating system should be effectively separated between each 
areas.(6.2)
…..Q29.Ambient temperature and humiditiy in the laboratories should be 
controlled as far as possible to a level compatible with laboratory personnel 
comfort.(6.3.2,6.3.3)
…..Q30.Laboratory ventilation ducts should be shared with those of the general 
workplace in order to easily controlled.(6.2.3)

…..Q31. Virating and ultrasonic equipment shall be positioned to reduced the risks 
of ergonomic distress disorders and accidents.(6.3.5)

…..Q32. All laboratory entrances and exit points shall be identified.Signs at each 
sites shall include the internationally accepted hazard indicators and other 
relevant statutory signs.(6.3.7)
…..Q33. The entrances shall have lockable doors,but the door locks shall not 
prevent exit in an emergency.(6.3.8)
…..Q34. Appropriate measures towards theft and tapering with samples,reagents 
and confidential information are required.(6.3.8)
…..Q35. Laboratory Safety Officer(LSO) shall be designated.LSO shall 
develop,maintain,and monitor an effective laboratory safety manual.(7.1)
…..Q36.LSO shall be authorized to stop unsafe activities.LSO shall be at least an 
associate member,if not its chairholder in Safety Committee.(7.1)
…..Q37. All SOPs shall include detailed instructions concerning any hazards 
involved and how to carry out the procedure with minimal risk.(7.2)
…..Q38.A written plan, including  protocols for hazards communication,shall be 
developed.(7.2)
…..Q39. The safety plan shall include at least 12 measures and SOPs.(7.2)

…..Q40. Safety programme shall be audited annually with 10 elements to be 
audited.(7.2)

…..Q41. LSO is responsible for ensuring that safety inspections are 
undertaken.Workplaces shall be surveyed/inspected at least annually.(7.3.2)

…..Q42.In safety survey,the safety committees are encouraged to 
participate.Regular safety surveys remind all personnel of potential 
hazards,ensure compliance and reinforce supervisory responsibility.(7.3.2)
…..Q43. A safety manual shall be kept in secure and limit access.LSO is the one 
who can revise it.(7.4)
…..Q44.Safety manual shall include fire prevention,electrical safety,chemical 
safety,radiation,microbiological hazards and hazardous waste disposal.(7.4 a-
e)
…..Q45. Safety orientation and annual updates of safety prepareness for each 
employee shall be recorded in personal training records.(7.5.2)
…..Q46.Occupational illness,injury,accident or adverse incident shall be 
documented and confidentiality of individuals are concerned.(7.5.2)
…..Q47.Maintenance person who is not part of laboratory staff,contractor and 
subcontractor,shall be made aware of any hazards they may encounter.(8)

…..Q48.Employees shall be trained,familiar with,and have specific written 
instructions on emergency procedures.(8)

…..Q49.Incident reports,including remedial actions,shall be reviewed by all staffs 
of the laboratory.(9)

…..Q50. At a minimum,a safety training programme shall address fire prevention 
and prepareness,chemical and radiation safety,and biological hazards and 
infection prevention.(10)

Module 2. Pre-test ISO 15190, clause 11-23

Please indicate True or False to each question or statement below according to the standard ISO 15190.The references are shown here for suggested reading, not for citing the reference clause.

…..Q1.Food and drink shall be stored only in specifically designated 

refrigeraters located in laboratory work areas.(11.1)

…..Q2.Long hair  shall be secured back.Long beard or hair may use some 

covers.(11.2)

…..Q3.Application of cosmetics and handling of contact lenses  shall be 

prohibited in technical work areas.(11.2)

…..Q4.Jewelery,rings,watches,bracelets and necklaces shall not be worn in all 

areas in the laboratory.(11.2)

…..Q5.All personnel working with human specimens should be offered Hepatitis 

C vaccine.(11.3)

…..Q6.Personal belongings shall not be placed in technical work areas.Secure 

storage such as lockers should be provided.(11.4)

…..Q7.Festive and other decorations may be furnished in technical work 

areas,given to the comfort of personnel.(11.5)

…..Q8. Protective clothing shall be changed,daily,to ensure cleanliness.(12.1)

…..Q9. Protective clothing shall be worn at all time,inside or outside 

laboratory.(12.1)

…..Q10.Phlebotomists and ones work with patients shall not wear coat or 

gown.(12.2)

…..Q11. Laboratory worker shall be trained in glove selection,fitting and 

removal before and after appropriate use.(12.4)

….Q12. Gloves should be task-specific and be inspected for leakage before 

wearing.Gloves should be worn to completely cover the hands,wrists and 

where appropriate,overlap the gown sleeves.(12.4)

…..Q13. Flat ergonomically comfortable shoes with open-toe are good for 

routine work in the laboratory.(12.5)

…..Q14.Where respiratory protection devices are required,arrangements should 

be made for  training,monitoring,evaluation for the users’ supervision to 

ensure proper use.(12.6)

…..Q15. Hands shall be washed immediately after actual or possible contact with 

blood,except when gloves have been worn.(12.7)

…..Q16. Hands should be routinely washed after removing gloves and before 

and after contact with each patient.(12.7)

…..Q17. Waterless hand-cleaning products are an acceptable alternative to 

traditional handwashing.(12.7)

…..Q18.Personnel shall be trained on first aid.All staff should be familiar with 

procedures to be taken following needlestick injuries.(12.8)

…..Q19. Minimum safety facilities include a first aid box,first aid equipment,eye 

irrigation equipment,antidotes to poisons used,protective clothing and safety 

equipment for the people rendering first-aid and provision  for summoning 

medical assistance and prompt transfer.(12.9)

…..Q20.Emergency showers shall be available in all areas.(12.11)

…..Q21. Laboratory shall designate technical areas as either clean or 

contaminated.A person shall be designated to overseeing good 

housekeeping practices.(13)

…..Q22. Changes in laboratory practices,working habits or materials that may 

result in potential hazards to housekeeping And/or maintenance staff shall 

be communicated with LSO.(13)

…..Q23.Specific SOPs shall be documented for decontamination,cleaning and 

disinfection of each piece of equipment in case of spills or accidents that 

result in contamination and also prior to equipment being serviced or 

repaired.(13)

…..Q24. QM and SOPs  shall indicate utilizing Good Microbiology Practices for 

handling,examination and disposal of clinical specimens.(14.1)

…..Q25. Quality control materials are infection-free,handling them as non-

infectious materials are acceptable.(14.1)

…..Q26. If the samples are leaking upon receipt,they shall be opened by trained 

persons and be opened on leak- proof towels.(14.1)

…..Q27.Sharps shall be disposed in puncture resistant container and sharp 

containers should not be filled to more than ½ of their volumes.(14.2)

…..Q28. Sharps shall not be sheared,bent,broken,recapped or resheathed by hand 

or manually removed from syringes.(14.2)

…..Q29.Gowns used in microbiology should be closed at the front and neck,and 

have long sleeves with cuffs.(14.2)

…..Q30.Bunsen burner is preferable devices for loop sterilization than the 

electronic incineration.(14.2)

…..Q31.All samples being vortex-agitated should be contained in containers 

with lids.Safety capped enclosures are used for centrifugation of samples.

…..Q32. Where laboratories work with cultured microorganism of risk group 

3,recycling air from HEPA filters of BSC is permitted.(16)

…..Q33. All reagents and apparatus should be placed in BSC for conveniently 

use and storage.(16)

…..Q34. QM and SOPs  shall indicate utilizing Good chemical laboratory 

Practices for handling,examination and disposal of chemicals.(17.1)

…..Q35. Hazardous liquids shall be stored on above eye level for easily 

observation.(17.1)

…..Q36.LSO shall justify utilizing of radionuclide in the laboratory.(17.2)

…..Q37. Before working on radionuclide,laboratories  shall seek advice from 

authorized Radiation Protection Advisor(RPA) on radiation protective 

practices and legislative requirements.(17.3)

…..Q38.Raidiation Protection Officer(RPO) shall be designated and has 

particular responsibilities on design and control use of radionuclide and 

report to RPA.(18.2)

…..Q39.RPA and RPO can monitor and  dictate  changes on the 

use,practices ,remedial measures on radionuclide use.(18.3)

…..Q40.Microwave equipment in laboratories can boil or melt frozen 

reagents,agarose gel suspension and alchol.(18.5)

…..Q41. Medical laboratories within inpatient facilities should be separated  

from medical areas by fire resistant construction.(19.1)

…..Q42. Secondary exits shall be provided to ensure safe evacuation personnel 

from the laboratories and the exits should open into a fire-protected 

area.(19.2)

…..Q43. Minimum quantities of flammable gases and liquid are the amounts 

needed for one week use.(19.4)

…..Q44. Fire safety training and instruction shall be given exclusively to 

laboratory personnel.This shall include recognition and evaluation of fire 

hazards,planning to reduce the risk of fire and all actions to take when fires 

occur.(19.6)

…..Q45. It is recommended that laboratory personnel rather try extinguish fires 

than evacuation.(19.7)

…..Q46.An action plan for emergency evacuation shall be developed.All staff 

and visitors shall be made aware of the action plan,route of exits,and 

assembly points for emergency evacuation.A fire drill shall be performed at 

least once a year.(20)

…..Q47. If conducting liquid is accidentally spilt on equipment,the latter shall be 

disconnected from the electrical supply and carefully dried before operating 

the equipment.(21)

…..Q48. All samples shall be transported in such manners as to prevent 

contamination of workers,patients,or the environment.They shall be 

transported in approved,inherently safe,leakproof containers.(22)

…..Q49.LSO shall ensure that harzardous waste is handled by appropriately 

trained personnel using appropriate personal protective equipment.(23)

…..Q50.Rubbish and waste shall not be allowed to accumulate in work 

areas.Wastes should be held in designated secure place outside the work 

areas.(23)

Congratulation ! you have finished training module 2 which comprises ISO 15190 requirements clause 11-23.You should study more on the Annex A Action-plan outline for implementation of ISO 15190  before going forward to the training module 3

