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From Ministry of Environment and Forestry:

Regulation for Control of Medical Waste

SECTION ONE

Purpose, Scope, Legal Basis, and Definitions


Purpose


Article 1 – The purpose of this Regulation, in the context of the process running from generation of medical waste all the way through to disposal of it, is to establish principles, policies, and programs along with legal, administrative, and technical fundamentals, and to govern the procedures and principles pertaining to implementation of the same, as regards;

(a) Prevention of direct or indirect discharge of medical waste into receiving environment in any way that could harm the environment or human heath, and 

(b) Collection of medical waste separately at source, internal transportation and temporary storage of it, and transportation and disposal of the same, all without causing harm to environment or human health. 

Scope

Article 2- This Regulation covers the fundamentals pertaining to waste, as described in detail in ANNEX–2, as it is generated through the activities of health institutions, as enumerated in ANNEX–1, as well as collection of such waste separately at source, internal transportation and temporary storage of it, and transportation and disposal of the same. 

Legal Basis


Article 3 – The Regulation has been prepared on the basis of Articles 1,3,8, 11, and 12 of Environment Act No: 2872 of August 9, 1983, along with Articles 1,2, and 9 of Act No: 4856 on Organization and Duties of Ministry of Environment and Forestry, dated May 1st, 2003.


Definitions


Article 4 - The terms listed below as used in this Regulation shall have the meanings as stated herein;


Ministry: Ministry of Environment and Forestry,


Law / Act: Environment Act No: 2872,


Regulation for Control of Solid Waste: Regulation published in Official Gazette No: 20814 of March 14, 1991,


Regulation for Control of Hazardous Waste: Regulation published in Official Gazette No: 25755 of March 14, 2005,


Regulation for Control of Packaging and Packaging Waste: Regulation published in Official Gazette No: 25538 of July 30, 2004,


Unit: Persons, institutions, or organizations as included in ANNEX–1 generating, through their activities, the categories of waste as described ANNEX –2.


Domestic Quality Waste:  Uncontaminated waste originating from the Units, especially waste as listed under Group A in ANNEX-2 and originating from such sections as kitchen, garden, and administrative departments,


Packaging Waste: Uncontaminated waste originating from the Units, as listed under Group B in ANNEX-2, in the form of waste of reusable, recyclable, and recoverable packaging materials made of plastic, metal, glass, and paper and cardboard. 


Medical Waste: Waste originating from the Units, as listed under Groups C, D, and E in ANNEX-2 in the form of infectious or pathological waste and any and all sharps, 


Hazardous Waste: Genotoxic, pharmaceutical, and chemical waste, along with waste with heavy metals content, originating from the Units as listed under Group F in ANNEX-2, and pressurized containers as well, 


Infectious Waste: Any and all body fluids, particularly blood and blood products, along with human tissue, organs, anatomic parts, autopsy material, placenta, fetus, and other pathological material that are known or likely to carry infection causing factors; any waste material / objects smeared with the aforementioned, such as gloves, covers, sheets, bandage, adhesive tape, tampons, ecuvion (sticks), or similar waste; body excretions of patients in hemodialysis units or patients placed in isolation or quarantine; air filter used for stopping bacteria or virus; laboratory cultures and culture stocks of infectious agents; infected corpses of test animals as used for research purposes and any and all materials having come in contact with the infected animals or excretions of the same; and any waste originating from veterinary services,


Pathological Waste: Tissues, organs, body parts, human fetus, or animal corpse originating from surgical intervention, autopsy, or anatomical work,


Sharps Waste: Any waste that could cause a puncture, graze, or wounds, such as syringe, injector, and any other hypodermic needles, lancet, scalpel, blades, serum set needles, surgical suture needles, biopsy needles, catheters, any broken glass, ampoules, micro slides, broken glass tubes, and petri dishes,      


Pharmaceutical Waste: Drugs, vaccines, serums, and other pharmaceutical products that are expired or no longer used, that have broken or peeled packaging or have otherwise been contaminated, along with any gloves, pipes, bottles, or boxes containing residuals of the aforementioned,


Genotoxic Waste: Pharmaceuticals or chemicals that have mutagenous effect on cell DNA or that are carcinogenic, or that can cause miscarriage in human or animals, any cytotoxic (antineoplastic) products used in cancer treatment, or waste containing any radioactive materials, along with body excretions such as urine or feces from patients being treated with such agents,


Chemical Waste: Gaseous, solid, or liquid waste from chemicals, as used in the Units in such medical areas of activity as treatment, diagnosis, or experimental research, that could bring harm to human or environmental health through a variety of effects,


Waste Containing Heavy Metals: Waste containing mercury, cadmium, and lead that are inside or otherwise a part of such equipment and materials as thermometers, blood pressure gauges, and radiation shield panels, as used in the Units in such medical areas of activity as treatment, diagnosis, or experimental research,


Pressurized Containers: Cylinders, cartridges, or boxes that contain the gases as used in the Units in such medical areas of activity as treatment, diagnosis, or experimental research,


Contamination: The state in which an infectious agent smears on or is otherwise introduced into or onto any object, surface, or human,


Temporary Storage: Holding waste materials in facilities or containers built or located within the Units, on a temporary basis not to exceed 48 hours, prior to transportation of that waste to disposal site,


Final Disposal: Incineration, or landfill disposal, or otherwise rendering harmless of medical waste, in a manner that could not cause any harm to environment or human health, at facilities wherein all precautions have been taken as envisaged in relevant legislation,


Landfill Facility: Facilities wherein medical waste is disposed of in landfill.


Incineration Facility: Any and all fixed or mobile technical unit or equipment dedicated to thermal treatment of waste (including oxidation along with such other thermal treatment operations as pyrolysis, gasification, and plasma operations),


Medical Waste Bag or Container: Red-colored plastic bag or container with safe closing, with technical specifications as stipulated in Article 13, as used for collection and accumulation of medical waste,


Autoclave Bag:  Red-colored plastic bag or container with safe closing, with technical specifications as stipulated in Article 13, as used for collection and accumulation of medical waste, in process of applying pressure vapor sterilization to medical waste, 


Sharps Box: Waste container as used for collection and accumulation of medical sharps, with technical specifications as stipulated in Article 13, 


International Biohazard Symbol: Symbol, a sample of which is provided in ANNEX-3, which must be borne on medical waste bags and containers as well as sharps boxes, along with the larger containers used in handling and transporting the aforementioned and on the temporary storage facilities / containers,


Staff-In-Charge of Medical Waste: Head Doctor at the Units as enumerated in ANNEX–1, or, where a Head Doctor does not exist, the Official Manager (Mesul Müdür),


Intra-Unit Transport: Operation of collecting waste materials from where it is generated and transporting the same to temporary storage facilities / containers, by using appropriate handling and transport containers / equipment,


Transport: Operation of picking up waste materials from temporary storage and transporting the same to disposal site by using appropriate handling and transport equipment / vehicles,


Container: Temporary storage equipment with wheels and lockable lids, with a volume of at least 0.8 m³, made of stainless metal, plastic, or similar material,


Sterilization: Process of completely destroying any microbial organisms including bacterial spores, or reducing the presence of such microorganisms by 99.9999 percent, by means of physical, chemical, or mechanical methods, or by irradiation,


Sterilization Load: Batch of waste to be simultaneously sterilized, or already sterilized as such, in the sterilizer,


Duration of Exposure: Once certain levels of temperature, pressure, and humidity is established in the sterilizer; the length of the period during which waste is treated under those conditions,


Biological Indicator: Standard / known microorganism inoculated to paper strip or other carrier mechanism for testing effectiveness of sterilization,


Chemical Indicator: Chemical substance that changes color at high temperature, as inoculated to paper strip or other carrier mechanism for testing effectiveness of sterilization,


Settlement Area: All locations covered in the urban development plan and inhabited,


Preliminary License: The permit that real or corporate persons whishing to build medical waste disposal facilities or sterilization facilities would need to obtain from the Ministry pursuant to this Regulation, such permit pertaining to any and all plans, projects, technical data, descriptions, and other documents relevant to the proposed facility,


License: The document that municipalities or firms transporting medical waste would need to obtain from the Office of the provincial Governor, or the document that the parties whishing to build or operate a medical waste disposal facility or sterilization facility would need to obtain from the Ministry, all pursuant to this Regulation, such documents indicating that the parties in question employ sufficient / competent specialists and possess technological means relevant to the subject matter.  

SECTION TWO

General Principles, Duties, Powers, and Obligations


General principles


Article 5- The principles that govern management of medical waste shall be;

(a) Discharge of medical waste directly or indirectly to receiving environment in any manner that could be harmful to environment or human health shall be prohibited.

(b) Minimizing at source any generation and amount of medical, hazardous, or domestic quality waste shall be fundamental. 

(c) Not mixing medical waste with hazardous or domestic waste shall be fundamental. 

(d) Collecting, accumulating, transporting, and disposing of medical waste (beginning) at source and separately from other categories of waste shall be fundamental.

(e) Parties generating, transporting, or disposing of medical waste shall be liable, without need to prove negligence on their part, for any damages stemming from any environmental pollution or deterioration caused by medical waste.
(f)   Persons or institutions / organizations responsible for management of medical waste shall be under obligation to take measures as necessary for mitigation of any possible harmful impact of such waste on the environmental or human health.
(g)   Generators of medical waste shall be under obligation to cover for the costs as necessary for disposal of waste that they generate.
(h) Assuring that the personnel employed by health care (and related) institutions generating medical waste, and also personnel of municipalities / private sector firms with responsibilities in transportation and disposal of such waste, would receive training and health control on a periodic basis, and that (only) this same personnel would carry out the activities in the context of medical waste management, shall be fundamental. 
Duties and powers of the Ministry

Article 6 – Ministry shall be responsible for;

(a) Determining policies and programs pertaining to management of medical waste in an environmentally compatible manner; assuring cooperation and coordination for purposes of implementation of this Regulation; and to take any administrative measures as necessary thereof,

(b) Carrying out control and periodic audits on all activities in process of medical waste management from generation through to disposal,

(c) Assuring coordination at both national and international levels as regards application of latest systems and technologies related to environmentally compatible management of medical waste,

(d) Awarding preliminary license and license to medical waste disposal facilities and sterilization facilities.

Duties and powers of civilian authorities

Article 7 – The highest local civilian authority shall be charged with and empowered for;

(a) Carrying out control and periodic audits of all activities in process of medical waste management from generation through to disposal; assuring application of sanctions in case of noncompliance with relevant legislation,

(b)  Obtaining, from health care and related institutions and municipalities, information on quantities of medical waste generated, collected, and disposed of within the provincial borders; evaluating such information and forwarding the same to the Ministry in the form of a report at the end of each year, 

(c) Awarding transport license to medical waste transport vehicles and supervising their operations; forwarding, to the Ministry at year end, information pertaining to vehicles licensed and the related municipalities and firms,

(d) Determining, through the local board of environment, the fees applicable to collection, transport, and disposal of medical waste,

(e) Monitoring and control activities of medical waste disposal facilities and sterilization facilities that have been awarded licenses; assuring application of sanctions in case of noncompliance with relevant legislation.

Obligations of medical waste generators

Article 8- Generators of medical waste shall be under obligation for;

(a) Building a system for minimizing waste at source,

(b) Preparing and implementing an intra-Unit waste management plan for separately collecting, transporting, and temporary storage of waste, comprising also measures to be taken in case of accident,

(c) Collecting medical, hazardous, and domestic quality waste, and packaging waste as well, all separately at source, without mixing with one another,

(d) Using bags and containers responding to technical specifications as stipulated in this Regulation for purposes of collecting medical waste and sharps waste,

(e) Assuring that medical waste and domestic quality waste, as collected separately, would also be transported separately in vehicles dedicated specifically to such transportation,

(f) Building temporary storage facility or keeping a container for purposes of temporary storage of waste; in case of Units without in-patient operations, either transporting waste to nearest temporary storage / container or delivering such waste to waste collection vehicle,

(g) Training / assuring training, on a periodic basis, of personnel in charge of medical waste management,

(h) Providing special clothing to personnel engaged in management of medical waste,

(i) Paying the provider of disposal service any and all expenditures necessary for collecting, transport, and disposal of medical waste,

(j) Keeping regular records of data on quantities of medical waste generated; forwarding this information to Office of the provincial Governor as of year end; keeping such records for a period of at least three years and making the same available upon request for review by the Ministry.

Obligations of municipalities

Article 9- Municipalities shall be under obligation for;

(a) Preparing, implementing, and informing the public about the Medical Waste Management Plan, which would be comprising details that pertain to collecting medical waste by picking it up at temporary waste storage facilities or containers, transporting the same, having it sterilized, and finally disposing of it,

(b) Picking up medical waste at temporary storage locations and transporting the same to disposal site, or outsourcing the said operations,

(c) Building and operating the facilities for disposal / sterilization of medical waste, or arranging for building and operation of the said facilities,

(d) Obtaining preliminary license / license for disposal facilities and sterilization facilities that they plan to build / have other parties to build,

(e) Obtaining transport license for medical waste transport vehicles,

(f) Awarding construction permits for temporary waste storage facilities,

(g) Training / assuring training, on a periodic basis, of personnel in charge of medical waste management,

(h) Providing special clothing to personnel engaged in management of medical waste,

(i) Keeping regular records of data on quantities of medical waste collected from health care and related institutions and transported and disposed of; forwarding this information to Office of the provincial Governor as of year end; keeping such records for a period of at least three years and making the same available upon request for review by the Ministry.   

SECTION THREE

Separation, Collection, and Transport of Waste Inside a Unit


Intra-Unit Waste Management Plan


Article 10 – The Units shall have an obligation to prepare and implement an Intra-Unit Waste Management Plan comprising detailed information particularly as it concerns collection and accumulation of waste separately at source with respect to categories as listed in ANNEX-2; equipment and tools to be used in collecting and transporting the said waste; waste quantities; frequency of waste collection; temporary storage systems; cleaning and disinfecting the waste collection equipment / tools; measures to be taken and operations to be performed in case of accidents; and personnel in charge waste of management and training of such personnel. 

Domestic Quality Waste


Article 11- Waste material listed under Group A in ANNEX-2 shall be collected in black-colored waste bags separately from medical, hazardous, and packaging waste. Domestic quality waste thus collected separately shall be transported within the Unit only in handling equipment dedicated to this purpose only; they shall be thus moved to temporary storage facility or container; and deposited there separately for temporary storage. In process of collecting waste; domestic quality waste shall not be mixed with medical waste. If domestic waste does happen to be mixed with medical waste, then it shall be considered medical waste. 


Domestic waste collected shall be disposed of in accordance with the provisions of Regulation for Control of Solid Waste.


Packaging Waste:


Article 12- Packaging waste made of paper, cardboard, plastic, or metal as listed under Group B in ANNEX-2, provided that it has not been contaminated in any way, shall be collected in blue-colored waste bags separately from other categories of waste. Packaging waste made of glass, however, again provided that it has not been contaminated, shall be collected in glass packaging waste containers; and in case such glass waste containers do not exist, it shall be collected in blue-colored waste bags along with other packaging waste. Any used serum bottles, before being collected separately, shall be stripped of and separated from any contaminated elements that had come in contact with the patient, such as plastic tips, pipes, and needles. Such contaminated elements shall be collected along with other medical waste in accordance with principles as stated in Article 13.


Arrangement shall be made to assure that packaging waste thus collected would be recycled pursuant to Regulation for Control of Solid Waste.


Medical Waste


Article 13- As regards medical waste as listed under Groups C, D, and E in ANNEX-2; relevant medical staff, particularly doctors, nurses, midwives, dentists, and laboratory technical staff, shall collect such waste at source as it is being generated and accumulate the same without mixing it with other categories of waste. Collection equipment shall be compatible with the properties of waste in question and it shall be located at nearest possible point relative to source that is generating the waste. Medical waste shall not under any circumstances be allowed to mix with domestic waste, or packaging waste, or hazardous waste. 


Bags used in collecting medical waste shall be red-colored plastic bags resistant to tear, puncture, burst, and impact of transport; made of original medium intensity polyethylene material, with double-thread stitch in the bottom and without bellows, having 100 microns of double-layer thickness and at least 10 kilograms of carrying capacity; also bearing, on both sides and in easily visible size, the  “International Biohazard Symbol” and the expression “DİKKAT TIBBİ ATIK” (Attention Medical Waste)”. Bags shall be filled at most to ¾ capacity; strapped in the neck securely and, where necessary, each bag shall be placed in another bag with the same properties and thus a (nearly) absolutely certain state of non-leakage shall be assured. These bags (once used as such) shall not under any circumstances be recovered or reused. The contents of medical waste bags shall not be compressed in any manner whatsoever, or emptied, or transferred to another container. 


Where medical waste is to be sterilized by application of pressurized vapor; the waste in question shall be placed in autoclave bags or autoclavable medical sharps boxes. It shall be absolutely necessary for the autoclave bags to be resistant to humidity and high pressure at temperatures up to 140 ºC, in addition to having the properties of medical waste bags as stipulated above. 


Liquid medical waste shall be placed in the aforementioned medical waste bags, after having been concentrated by using appropriate absorbent materials. 


Medical sharps waste shall be placed, separately from other types of medical waste, inside boxes or containers made of plastic or laminated cardboard with similar properties, bearing on them the  “International Biohazard Symbol” and the expression “DİKKAT TIBBİ ATIK” (Attention Medical Waste)”; with such boxes or containers being resistant to puncture, tear, breakage, or burst, and also being waterproof, leak-proof, and impossible to either to open or to confuse with other boxes or containers. Such waste containers shall be filled to at most ¾ capacity, then closed securely and placed in red plastic bags. Once the sharps boxes are filled, they shall not under any circumstances be opened, emptied, or recovered. 


Once any medical waste bag and sharps box has been filled to ¾ capacity, it shall be replaced with a new one immediately. It shall be arranged for new bags and containers to be available and ready for use at the source whereby medical waste is being generated, or at a place nearest to it.


Hazardous waste


Article 14 – Genotoxic waste, pharmaceutical waste, waste containing heavy metals, chemical waste, and pressurized containers, as listed under Group F in ANNEX-2, shall be collected separately from other categories of waste. Such waste shall be disposed of in compliance with the Regulation for Control of Hazardous Waste. 


Any chemical waste in this Group that has at least one of the properties of being toxic, corrosive (pH < 2 and pH > 12), flammable, or reactive (capable of entering into reaction with water, or sensitive to shocks), shall be considered hazardous waste. Of non-hazardous chemical waste that does not posses any of the aforementioned properties; such solid waste shall be collected together with domestic quality waste, while such liquid waste shall be disposed of through the sanitation system. 


Any x-ray film development liquids that may be generated in the Units shall be either recovered or disposed of in accordance with provisions of Regulation for Control of Hazardous Waste. 


Hazardous waste shall not under any circumstances be discharged to sanitation system, or be discharged directly to air, or be burned at low temperatures, or mixed with domestic quality waste, or be disposed by means of storage. 


Radioactive waste


 Article 15- The provisions of this Regulation shall not apply to radioactive waste. Such waste shall be disposed of pursuant to legislation pertaining to Atomic Energy Institute of Turkey. 


Internal transport of medical waste


Article 16- Medical waste shall be collected and transported, by personnel trained for the task; inside wheeled containers with lids, made of stainless metal, plastic, or similar material, without any sharp edges that could lead to waste bags’ being damaged or punctured during loading and unloading; and such containers shall be easy to load, unload, clean, and disinfect, and dedicated to use for the task in question alone. The wheeled containers used for intra-Unit transport of medical waste shall have orange color and bear on them the “International Biohazard Symbol” and the expression “DİKKAT TIBBİ ATIK” (Attention Medical Waste)”. 


Medical waste bags shall be loaded onto transport containers with their necks securely fastened and without being compressed; care shall be taken to avoid hand or body contact (with waste material) in process of loading / unloading and transport. Waste bags shall never be hand-carried. Neither garbage chutes nor moving sidewalks shall be used in process of such transport. 


Medical waste shall not be loaded on the same transport container or transported together with domestic quality waste. Waste transport containers shall be cleaned and disinfected every day, on a regular basis. If any bag bursts or spills inside a transport container, then waste material shall be emptied in a safe manner and the transport container shall promptly be disinfected. 


It shall be mandatory for the personnel put in charge of transporting medical waste inside a Unit to wear, while in process of transport, the orange–colored work apparel with special qualities as stipulated in Article 26, and the Unit shall cover (the costs) relevant to this (requirement).


Waste collection schedule as applied in the Unit and the transport route to be followed in moving the transport containers, shall be designated to be as far away as possible from where the patients are being treated and from other clean areas, and also far from those areas where patient and general human traffic happens to be intensive. 


Collection of medical waste being generated in small quantities


Article 17 – Medical waste as generated in Units enumerated in ANNEX-1 C, shall be collected separately from other categories of waste in medical waste bags and sharps boxes conforming to specifications as stipulated in Article 13 and it shall be placed in temporary storage as explained in Article 22.

SECTION FOUR

Temporary Storage of Waste


Temporary Storage


Article 18 – Units as enumerated in ANNEX-1 and having a capacity of at least 20 beds shall be under obligation to build temporary storage facilities, while Units that have less than 20 beds shall keep a temporary storage container. 


Waste may be held in such temporary storage facility or containers before being transported to disposal site, however, not to exceed 48 hours. Such period of waiting in temporary storage may be extended up to one week, provided that the temperature inside the waste storage facility remains under 4º C. 


Temporary storage facility


Article 19- The properties of temporary storage facility shall be as follows:

(a) The temporary storage facility shall be constructed as an indoor area consisting of two sections. Medical waste shall be kept in the first section, while domestic quality waste shall be kept in the second section. 

(b)   The volume of temporary storage facility shall be large enough to hold at least two days’ collection of waste material.

(c) Floor and walls of the facility shall be sturdy and it shall be coated with a non-permeable material resistant to accumulation of microorganisms and dirt and also easy to clean and disinfect.  

(d) The facility shall have a sufficient lighting system, a passive system of ventilation, and, in warmer areas, it shall be refrigerated. 

(e) Doors of the facility shall either open outwards or they shall be sliding doors. Doors shall always be kept clean and painted. The door of the section that holds medical waste shall be painted in orange color and it shall bear on it, in a visible manner, the “International Biohazard Symbol” in black color and the expression “DİKKAT TIBBİ ATIK” (Attention Medical Waste)” also in black color. 

(f) Doors of the facility, when they are not being used, shall be kept always closed and locked; any person not authorized shall not be permitted to enter the facility. The facility and its doors shall be constructed so as to prevent entry of any animals.

(g)  The interiors and doors of temporary storage facility shall be constructed with such dimensions as to permit the personnel in charge to work comfortably, and waste material to be unloaded, stored, and finally re-loaded, with ease.  

(h) Temporary storage facility shall be constructed at such a location and in such a manner that the transport vehicles can easily access and dock. 

(i) Temporary storage facility shall not be constructed near any places where there is intensive traffic of patients or humans in general, such as hospital gates or parking lots, or near places where food is stored, prepared, or sold. 

(j) Cleaning and disinfecting of the storage section that holds medical waste shall be performed through use of dry methods. Once the waste in storage is removed, the section shall be cleaned, disinfected, and, where necessary, treated with insecticide.  Any waste spilled due to tear or burst of a waste bag shall be collected using appropriate equipment, with any liquid waste thereof being concentrated by applying appropriate absorbent, and then placed again in red-colored plastic bags; finally the storage section, along with the equipment used thus, shall be promptly disinfected. 

(k) In the section where domestic quality waste is held; there shall be a system of drainage with a grill connected to sanitation network, along with a water tap with (reasonably) high water pressure to facilitate cleaning of the section. Once the waste is removed; the section shall be cleaned, and, where necessary, it shall be disinfected and insecticide shall be applied. 

(l) Cleaning equipment, protective apparel, waste bags, and containers shall be stored in places near the temporary storage facilities. 

Obtaining licenses for temporary storage facilities

Article 20- Bodies as stated below shall have the power to award licenses to Units that are under obligation to build temporary storage facilities pursuant to Article 18;

(a) At locations inside municipal or contiguous municipal territory; metropolitan municipality if there is one or else municipality,

(b) Office of the Governor at those locations that fall outside of municipal or contiguous municipal territory.

Using containers as temporary storage facilities

Article 21- Units as referred to in ANNEX-1 with less than 20 beds shall be obliged to use containers as temporary storage facilities. It shall be mandatory for the containers to be used for this purpose to have the following technical properties:

(a) Containers shall have dimensions and be in numbers sufficient to hold at least two days’ waste as generated by the Unit.

(b)  Containers shall be placed inside the parcel of land in which the relevant Unit is located; at a place not receiving direct sun light; and away from any places where there is intensive traffic of patients or humans in general, such as hospital gates or parking lots, or where food is stored, prepared, or sold.

(c) Internal surfaces of the containers shall not have any sharp edges or perpendicular corners that could lead to waste bags’ being damaged or punctured during loading and unloading. Adjacent walls shall be joined by means of round corners.

(d) Container lids, when they are not being used, shall be kept always closed and locked; any person not authorized shall not be permitted to open the containers. The lids shall be constructed so as to prevent entry of any animals.

(e) Outer surfaces of the containers shall be painted in orange color, and they shall bear, in a visible manner, the “International Biohazard Symbol” in black color and the expression “DİKKAT TIBBİ ATIK” (Attention Medical Waste)” also in black color.

(f) Containers shall be kept clean and painted at all times.

(g) Containers shall be cleaned and disinfected every day, promptly after waste is removed or after any accident.

Units as referred to in ANNEX-1 with less than 20 beds may, if they wish to, build temporary storage facilities.

Temporary storage of medical waste generated in small quantities

Article 22- Medical waste as generated in Units listed in ANNEX-1 / C and collected there in medical waste bags and sharps boxes shall be moved to nearest temporary storage facility or container, by means of transport containers with technical properties as stipulated in Article 16. Where the wherewithal to do so does not exist, it shall be arranged for the relevant municipality’s medical waste collection and transport vehicles to pick up the medical waste generated thus. Under such circumstances, medical waste shall be kept in a safe manner, as placed inside a second waste bag, if necessary. Medical waste shall not under any circumstances be placed outside before arrival of the medical waste collection vehicle; they shall not be mixed with domestic quality waste; and they shall not be placed in containers wherein domestic waste is collected and held. 

Such health care institutions, before obtaining operating permits from competent authorities, shall be under obligation to secure an agreement, in the matter of temporary storage of medical waste, with the health care institution to which the nearest temporary storage facility or container belongs to; or secure an agreement with municipality in the matter of waste pickup; and furnish such agreement to Office of the Governor.    

Financial responsibility in waste disposal

Article 23- Generators of medical waste shall be obliged to pay the disposal service provider for the expenditures of collecting, transporting, and disposing of medical waste that they generate. The fee for disposal of medical waste, which would form the basis for expenditures of collection, transport, and disposal, given that they respond to technical criteria as set forth in this Regulation, shall be determined every year by the local board of environment, after obtaining opinion of generators of medical waste as well as disposal service providers, and then the fee thus determined shall be announced and communicated to the Ministry as well. Failure to pay fees shall not prevent pickup and disposal of medical waste. In case the fee for medical waste disposal is not paid, such amounts as due shall be collected from relevant generator of medical waste in accordance with the provisions of Act No: 6183 on Procedure for Collection of Public Claims.

SECTION FIVE

Transporting Medical Waste to Disposal Site

Responsibilities of the Units

Article 24- The Units as listed in ANNEX-1 shall be under obligation to collect, accumulate, and package medical waste (that they generate) in bags and containers compliant with technical criteria as stipulated in this Regulation, and in accordance with principles and procedures as stipulated herein, in order to assure that medical waste would be transported to disposal site in a safe manner. 

If it is determined that medical waste has been discharged into temporary storage facility or container inside medical waste bags or containers not appropriately fastened or closed, or torn, or burst, or spilled; or inside bags other than medical waste bags; or that medical waste has been dumped directly into storage facility or container, with any of this being in any manner that could have an adverse impact on the environment or human health, particularly health of waste disposal personnel, or an adverse impact on transport operation; then, medical waste thereof shall not be picked up or transported any further under any circumstances until such deficiency as determined thus is removed.

Transport of medical waste

Article 25- Metropolitan municipality where it exists, or else municipality, or persons or corporate bodies as duly authorized by the same, shall be responsible for picking up medical waste from temporary storage facilities and containers, and also from other Units as listed in ANNEX-1 c, and transporting the same to disposal facilities.

The said institutions or organizations shall be under obligation to assure that personnel involved in transport of medical waste would receive training and health control on a periodic basis and to take other protective measures (as necessary).

Special apparel for personnel

Article 26- Cleaning staff assigned to transport of medical waste shall be wearing, while at work, gloves, protective eyeglasses, boots, and orange-colored special protective apparel. Special apparel and gear as used in such transport shall be kept in a separate location. Municipality, or other party to be commissioned by municipality, shall have such apparel and gear cleaned.      

Rules pertaining to transport of medical waste

Article 27- Implementing rules stated below in connection with handling medical waste shall be mandatory:   

(a) Medical waste shall be brought to site of final disposal in a safe manner, without being spilled around and without allowing any spill of any leaking liquids. 

(b) Any transfer stations shall not be used in process of transport.

(c) Transport vehicles used shall be cleaned and disinfected at least once a day.

(d) In case any red bags containing medical waste bursts, or in case medical waste spills for other reason, the relevant place shall be cleaned and disinfected immediately.

(e) The vehicles used in pick-up and transport of medical waste shall not be used for other purposes.

Medical waste bags may be loaded directly onto medical waste transport vehicle, or they may loaded onto waste transport vehicle inside plastic or metal containers with wheels or lids. If transport operation is performed as in latter alternative, then the said containers shall also be cleaned and disinfected at least once a day. 

Technical properties of medical waste transport vehicles

Article 28- The vehicles used for pick-up and transport of medical waste shall have the following properties:

(a) The section of the vehicle containing the waste payload shall be constructed as a completely closed section,

(b) There shall not be any mechanism of compression on the vehicle.

(c) There shall be empty space between the driver’s cabin and the payload section.

(d) The payload section shall have a sturdy construction enough to prevent damage in case of an accident. 

(e) Interiors of payload section shall have stainless and smooth surfaces that are easy to clean and disinfect.

(f) (Vehicle / payload section) shall not have any perpendicular corners and any adjacent surfaces shall be joined by means of smooth corners. 

(g) Exterior surfaces at left, right, and in the rear (of the vehicle) shall bear, in appropriately visible size and in black color, the “International Biohazard Symbol” in black color and the expression “DİKKAT TIBBİ ATIK” (Attention Medical Waste)”. 

(h) Exterior surfaces shall be painted in orange color.

Obtaining license for medical waste transport vehicles

Article 29- It shall be mandatory to obtain a license of medical waste transport for medical waste transport vehicles. Application for this purpose shall be filed with the relevant Office of Governor in accordance with principles as stipulated in ANNEX-4. License shall be awarded to the applicant institution / organization to which the subject vehicle(s) belong(s) and also to the vehicle(s) that has/have the required technical equipment/hardware.  Such licenses may not be assigned. License shall be valid for a period of three years and it shall have to be renewed at the end of such period. Office of the Governor shall revoke the licenses of those licensee firms that fail to comply to standards as determined.

Medical waste delivery receipt

Article 30- At the time when medical waste is picked up at the Units; medical waste delivery receipt shall be drawn up between the Unit and the transport / disposal service provider in order to document the fact that the Unit has delivered medical waste to the carrier, that the carrier has received the substance, and that the carrier has in turn delivered the waste material in question to disposal service provider. Such receipt shall comprise name and address of the waste-generating Unit and the person in-charge thereof and contact phone; date of delivery, quantity of waste, name of carrier, driver’s name, vehicle’s license plate number, waste transport license number for the vehicle; and information pertaining to disposal service provider. 

Medical waste delivery receipt containing the aforementioned information as such shall be made in three copies; with one copy going to waste-generating health care institution, the second copy going to carrier, and the third going to disposal service provider, with all relevant personnel signing. 

 In process of an audit, all relevant parties shall be obliged to furnish such receipt to auditors. Such receipt as used in transporting medical waste shall be kept for a period of at least one year and be made available to review of competent authorities upon their request.

SECTION SIX

Disposal of Medical Waste

Responsibilities of municipalities

Article 31- Metropolitan municipality where it exists or else municipality, or persons or corporate bodies as duly authorized by the same, shall be jointly and severally responsible for rendering medical waste harmless through a process of sterilization, or incineration of the same, or disposal by storage. 


Persons or institutions / organizations operating medical waste disposal facilities shall be under obligation to assure that personnel involved in disposal of medical waste would receive training and health control on a periodic basis and to take other protective measures.



Medical waste management plan


Article 32- Metropolitan municipality where it exists, or else municipality, shall be under obligation to prepare and implement a Medical Waste Management Plan comprising detailed information, particularly concerning; health care institutions generating medical waste and quantities of medical waste generated thereof, their temporary storage facilities, equipment to be used in collecting and transporting medical waste, collection routes, equipment / vehicle cleaning and disinfecting, measures to be taken and procedures to be followed in case of accidents, distribution of responsibilities, training, and systems used in disposal of waste.  In metropolitan cities, metropolitan municipality shall prepare the said plan after obtaining opinion of district and first-level municipalities.


Municipalities shall keep records of quantities of medical waste collected from each and every health care institution and disposed of; and they shall notify the Office of the Governor accordingly at the end of the year. 


Incineration of medical waste


Article 33- Medical waste may be disposed of by incineration. Metropolitan municipality where it exists or else municipality or persons or bodies duly authorized by the same shall build and operate incineration facilities. Facilities used for incineration of domestic waste shall not be used for incineration of medical waste. Units themselves shall not be building or operating individual incineration facilities. 


Principles to be complied with in process of incinerating medical waste


Article 34- In disposal of medical waste by incineration; principles as stipulated in the articles pertaining to incineration in the Regulation for Control of Hazardous Waste shall be complied with. 

  
Among the medical waste to be incinerated; there shall not be any waste containing high levels of mercury or cadmium, particularly such as broken thermometers or used batteries, or radiological waste containing silver salts, ampoules containing heavy metals, or pressurized containers. If large amounts of genotoxic waste is involved in the medical waste to be incinerated, then it shall be mandatory for temperature to be at least 1,100 ºC. 


Medical waste may also be incinerated at cement production plants, under such circumstances as the Ministry may deem necessary and so permit it, provided that; the environment would not be harmed, measures as necessary would be taken, the Regulation for Control of Hazardous Waste would be observed as regards chimney gas emissions, and that such practice would not become regular. 


Granting plant location permission to incineration facilities


Article 35- A metropolitan municipality or municipality, whichever the case may be, on the basis of a decision of the local board of environment and favorable opinion of the Ministry, all pursuant to current legislation, shall request permission from the highest civilian authority in the area, for the location it has selected for building an incineration facility in accordance with approved urban development plans.  


The location of an incineration facility shall satisfy the requirements as stated below:

(a) In karstic regions; permission shall not be granted for building or operating an incineration facility in those areas where flood risks are high; or at sites where landslide, avalanche, or erosion occurs. 

(b) In selecting a site; due care shall be given to protection in quake belts and tectonic areas, along with other soil movement and predominant wind direction.

(c) Incineration site shall not be less than 1,000 meters to the nearest settlement. 

Landfill disposal of medical waste

Article 36- Medical waste may be disposed of by landfill in one of the manners as specified below;

(a) In a special section of a hazardous waste storage site, and separately from hazardous waste,

(b) In a section of a domestic waste disposal site, as constructed in compliance with this regulation, and separately from domestic waste, or

(c) In a special disposal site created for medical waste only.   

Granting permission to site selection of landfill facilities

Article 37- A metropolitan municipality or municipality, whichever the case may be, on the basis of a decision of the local board of environment and favorable opinion of the Ministry, all pursuant to current legislation, shall request permission from the highest civilian authority in the area, for the location it has selected for building landfill facilities in accordance with approved urban development plans.  

The location of a landfill facility shall satisfy the requirements as stated below:

(a) In karstic regions; permission shall not be granted for building and operating landfill facilities in areas of conservation of underground or surface waters where domestic or irrigation water is obtained, or in those areas where flood risks are high; or at sites where landslide, avalanche, or erosion occurs.

(b) In selecting a site; due care shall be given to geological, hydrological, and geo-technical properties of the site being considered for selection, along with level and flow directions of underground waters, current and planned areas of settlement and other construction, protection in quake belts and tectonic areas, as well as other soil movement and predominant wind direction.

(c) The site selected shall not be less than 1,000 meters to the nearest settlement. However, if there happen to be such obstacles as hills, mounds, or afforestation around the landfill facilities, then, with the decision of the provincial local board of environment and, where necessary, the favorable opinion of the Ministry as well, either the relevant municipality or the highest level civilian authority in the area may grant a permission for building a landfill facility nearer than 1,000 meters to areas of settlement. 

Landfill floor formation and landfill leachate collection

Article 38- In formation of landfill floor and collection of leacahte at medical waste landfill facilities; principles as stipulated in the relevant Articles the Regulation for Control of Hazardous Materials shall be complied with.

Filling of landfill facilities

Article 39- Medical waste at landfill facilities shall not be compressed; the landfill shall be filled without compressing the waste material. On a daily basis during the fill operations, the waste material deposited shall be first covered with a layer of lime, and then covered with an upper layer of earth at least 30 cm thick. 

Landfill cap formation

Article 40- Once the fill operation in a landfill facility is completed, the top of the landfill shall be covered and rendered impervious to penetration of surface waters down to landfill body. Therefore;

(a) The first layer just over the layer of waste shall be formed out of homogeneous and non-cohesive soil and the thickness of this layer shall not be less than 0,5 m.

(b) In order to obtain impermeability, mineral layer of impermeability (clay) shall be used together with plastic layer of impermeability. Other materials that would assure an equal level of impermeability as the aforementioned materials may also be used. The permeability coefficient of this layer shall not be larger than k = 1x10-9. In process of obtaining a preliminary license; it shall be mandatory to document to (satisfaction of) the Ministry that other artificial materials of impermeability to be used together with mineral layer of impermeability respond sufficiently to technical criteria and specifications on the basis of national and international standards (e.g., CE, ISO; DIN, TSE).

(c) If gas exit / emission from the landfill body is likely, then gas drainage systems shall be installed. 

(d) The slope of the landfill cap shall be larger than 5 percent.   

(e) Agricultural soil spread over the impermeable layer shall not be less than one meter.

Operation and control of landfill facilities

Article 41 – Persons or institutions / organizations operating a medical waste landfill facility shall be under obligation to prepare an operating plan for each landfill facility and keep a personnel-in-charge therein. The said personnel shall be responsible for controlling the medical waste taken to landfill and also operating the landfill facility. The Ministry may request the said persons or organizations to furnish, where necessary, information about operation and control of the landfill facility. The operating plan to be prepared for the medical waste landfill facility shall cover the following issues:

(a) Name and position / title of staff responsible for implementation of the operating plan at the facility,

(b) Capacity of the landfill facility,

(c) Operations to be performed on the waste material and methods of disposal,

(d) Information pertaining to areas where the waste transport vehicles would be parked, unloaded, cleaned, and disinfected,

(e) Emergency intervention plans, relevant personnel in charge,

(f) Operating hours of the facility.

It shall be mandatory for employees working at the medical waste landfill facility to be wearing hard hats and shoes with reinforced soles, and also for measures to be taken for cleaning and washing vehicle wheels at landfill facility exit so as to assure that the soiled vehicle wheels would not be contaminating the roads.

The operators of a medical waste landfill facility shall be measuring volume and characteristics of landfill leachate from monitoring wells every month while the facility is operational, and once every six months after the facility is closed, and communicating the results to the Ministry. Such measurements shall continue for a period of twenty years after the landfill is closed; and the records thereof shall be kept along. 

Procedure for receiving waste material

Article 42- The principles as stated below shall be complied with in receiving medical waste to landfill facility:

(a) Waste outside of medical waste shall not be admitted to the facility.

(b) At the entry gate of the landfill, the transport-related documents of the waste in question shall be checked first; transport vehicles without transport licenses or waste brought by carriers without medical waste receipts shall not be admitted to the facility. 

(c) The waste for which the documents have been determined to exist shall be inspected visually to check its consistency with the information provided on the waste receipt.

(d) Medical waste determined to be fit for admission shall be weighed; then, after data as to quantity of waste involved, place where it was generated, date of arrival, and vehicle plate number are recorded and the medical waste receipt is signed and secured, the vehicle shall be directed to storage area, and aforementioned data as recorded shall be kept for a period of at least three years. 

Closure of landfill facilities


Article 43- Persons or institutions / organizations operating a medical waste landfill facility shall submit to the Ministry, at least one hundred and eighty days in advance of the closure of the landfill facility, the following:

(a) The feasibility study pertaining to closure of the facility,

(b) Plans pertaining to monitoring and measurement system to control any mixing of the waste landfill leachate with rain water, underground water, and / or the atmosphere,

(c) Plans pertaining to exactly how each one of the units at the facility would be closed,

(d) Inventory of waste held in the landfill during the period in which the facility remained open,

(e) Detailed descriptions of all methods for analysis, transport, and disposal of waste remaining in the facility as well as methods to be used in facility shutdown and the plans applicable thereof,

(f) Reports concerning methods for cleaning equipment and vehicles; and methods for taking soil samples and testing the same,

(g) Plans for disposal of materials contaminated with waste.

Person or institutions / organizations operating medical waste landfill facilities shall not close the facility without first obtaining approval from the Ministry for a closure plan and also submitting a letter of undertaking to implement the required operations for environmental protection after closure. The liability of the disposal service provider shall continue after closure; the service provider shall continue to communicate to the Ministry measurement and monitoring reports, at the end of each year for a period of twenty years. 

Prohibition of settlement

Article 44- Medical waste incineration and landfill facilities shall be marked in urban development / zoning plans and it shall be assured that their vicinity would not become areas of settlement. The areas where landfill facilities are located shall be supervised for twenty years after expiry of facility service life and such areas shall not be opened to settlement for fifty years. 

Obtaining preliminary license and license for disposal facilities

Article 45- Person or institutions / organizations that wish to build or operate medical waste incineration or landfill facilities shall be obliged to obtain preliminary license and license. In procedures for granting preliminary licenses or licenses for such facilities, the principles as stipulated in the Regulation for Control of Hazardous Materials shall be complied with. 

Sterilization of infectious waste

Article 46- Infectious waste along with sharps waste may be rendered harmless by applying sterilization. Waste rendered harmless thus may then be disposed of by being deposited in domestic waste storage areas. Metropolitan municipality where it exists, or else municipality, or persons or organizations duly authorized by the same shall build and operate sterilization facilities. Units themselves shall not build or operate individual sterilization facilities.

Sterilization facilities shall be certified for compliance with internationally accepted standards (ISO, CE, and similar) particularly with respect to mechanical safety (high pressure in the sterilization chamber, heat resistant, and similar) as well as sterilization performance. 

At the premises of sterilization facilities, there shall be storage areas refrigerated down to +4ºC, where the waste can be held safely, without causing any harm to environmental or human health, before sterilization is applied to such waste material. The cold storage aforementioned shall satisfy the conditions as stipulated in sub-paragraphs (b), (c), (d) (e), (f), (g), and (h) in the first Paragraph of Article 19 (of this Regulation). 

Among the waste to be sterilized; any pathological waste or chemicals substances, particularly volatile or semi-volatile organic substances or mercury, or any genotoxic / cytotoxic agents, radiological waste, or any pressurized containers, shall not be included.

It shall be mandatory to operate a waste shredder / crusher at sterilization facilities. The crusher shall be installed either at front or back end of the sterilization unit. In case the crusher is used before sterilization unit, the crusher also shall be sterilized after sterilization of waste material is completed. 

During and after sterilization operation, measures shall be taken to assure that there would not be any contamination in either air or water environment; wastewater and exhaust air shall be treated / sterilized and (only then) discharged to receiving environment. Entire process shall be electronically recorded, particular as to quantity, pressure, temperature, and duration of waste processing, and all such information shall be furnished to the Ministry upon its request.

Waste rendered harmless thus, through sterilization by municipalities or organization as duly authorized by the same, may then be disposed of by being deposited at domestic waste disposal sites.  

Validity of sterilization operation

Article 47- Chemical and biological indicators shall be used to test for whether the infectious waste that has been sterilized has indeed been rendered harmless.

Chemical indicators shall be used in autoclave sterilization of infectious waste. Once sterilization is complete, the chemical indicator strip / holder that had been placed in the autoclave together with waste shall be checked for change of color.

As for biological indicators; bacillus stearothermophilus or bacillus subtilis var. niger standard bacterial strains with spores, which are more resistant to humid-heat than disease-causing microorganisms, but which themselves do not have disease-causing effect in humans, shall be used. The standard strains to be used in sterilization testing shall be bacillus stearothermophilus ATCC12980 or NCTC10007, or bacillus subtilis var. niger ATCC9372. In order to verify that all potentially infectious microorganisms in the waste material coming out of the sterilization operation have been destroyed; the method to be used shall be to check whether the biological indicator that had been included in the operation along with the waste material has survived the operation. In order for the sterilization operation to be declared valid, it shall be mandatory to have achieved a reduction in bacillus stearothermophilus or bacillus subtilis var. niger bacterial spores in the amount of 4 1og10 – 6 log10.  For purposes of verifying this (reduction); test strips or similar appropriate holder / carrier inoculated with spores of bacillus stearothermophilus or bacillus subtilis var. niger bacteria shall be placed in midst of waste material inside a heat-resistant container with vapor permeability, and then the system shall be operated under normal conditions. Upon completion of sterilization operation; test microorganisms shall be collected from inside the waste material and then planted in cultivation medium, as described in the manual by the biological indicator’s manufacturer. Meanwhile, at least one biological indicator strip not included in sterilization operation shall be placed in parallel culture, for purposes of positive control, and all shall be left for incubation, for a period of 48 hours at 30 ºC in case of bacillus stearothermophilus, or 55 ºC in case of bacillus subtilis var. niger. At the end of this period, a check shall be made to determine whether any microbial reproduction has occurred in the biological indicator used in the sterilization operation; and the results thereof shall be entered into the data recording system. 

Tests for sterilization validity applied by using biological indicators shall be performed on a weekly basis by examining the indicators placed in the sterilization chamber together with the waste material being sterilized on that day. Sterilized (medical) waste coming out of the sterilization process, thus having gained domestic waste characterization, shall be kept inside closed containers at an appropriate location within the premises of the sterilization facility, in a manner that would not harm the environment, until the biological indicator tests are finalized, before the waste material is finally deposited in the waste disposal site. If the tests happen to return sterilization failure, the system shall be checked and sterilization operation shall be repeated. 

Furthermore, validity of sterilization operations, as performed by municipalities or the organizations duly authorized by the same, shall be controlled by tests to be performed by accredited laboratories once every six months. The samples needed for analysis shall be taken delivery of by the laboratory under the supervision of the Office of the Governor in accordance with standard procedures and the analysis results shall be forwarded to the Ministry. Any expenditure related to these analyses shall be born by the operator of the facility. 

Certification of validity of sterilization operations

Article 48- For purposes of demonstrating that a sterilization operation has been completed successfully, data on each load of sterilization shall be recorded and kept. It shall be mandatory to keep the said data for a period of at least three years and make them available for review of competent bodies upon their request. The said data shall comprise the following;

(a) Make of sterilization equipment, serial number 

(b) Kind of sterilization applied

(c) For each cycle of sterilization; parametric monitoring / measurement values such as temperature, pressure, application duration as recorded on a real time basis during sterilization,

(d) Quantity of waste material loaded,

(e) Comparative results of weekly biological indicator tests
(f) Document concerning calibration / adjustment control procedures that the manufacturer or distributor of (sterilization) equipment has performed during the last six months under a repair-maintenance agreement,
Granting preliminary license to sterilization facilities

Article 49- Real or legal persons that wish to build a sterilization facility shall apply to Ministry, filing thereby any and all plans, projects, reports, technical data, clarifications, and other documents.

It shall be mandatory for such applications to include the following;

(a) Favorable report of Environmental Impact Assessment or a (duly made) decision for a waiver of environmental impact study,

(b) Feasibility report indicating that the (proposed) facility would satisfy the conditions as stipulated in laws, regulations, and other legal and technical dispositions,

(c) Any and all engineering projects and reports, at the same scale as that of the project application plans, and

(d) Information and documents as specified in ANNEX-5.

The Ministry shall review the project and, if it finds it to be compliant, it shall grant a preliminary license. However, as the preliminary license is awarded for the project, operations shall not be commenced on the basis of preliminary license and waste shall not be accepted on that basis under any circumstances. 

Granting license to sterilization facilities

Article 50- It shall be mandatory for real or legal persons that wish to build, operate, or perform control services on sterilization facilities to obtain a license from the Ministry. In process of granting a license for a sterilization facility, information and documents as stated in ANNEX-6 shall be required. In case there would be multiple (sterilization) units in a sterilization facility, licenses shall be obtained separately for each unit. A facilities complex consisting of units with similar technology complementing each other, however, shall be considered as one unit for licensing purposes.  

At the time an operator of a sterilization facility applies to the Ministry to obtain a license; a temporary operating permit for the facility shall be granted, to be valid for a term to be determined by the Ministry, for purposes of documenting that the facility is operating in compliance with the principles as established in this Regulation. The facility shall be operating under the supervision of the Ministry for the term of this permit. Such permits shall be granted for periods not to exceed one year. In case the facility fails, during the period of temporary operating permit, to satisfy the operating conditions as stated in the preliminary license, the operations of the facility shall be suspended until such time as the status (of the facility) may be corrected. 

  To a facility that had been granted a temporary license, the Ministry shall grant an operating license, provided that a committee to be established under coordination of the Ministry does the following; (one) determines through on-site inspection that the facility has been constructed in compliance with its (approved) project; (two) reviews the (proposed) operating plan and finds that it is appropriate; and (three) also concludes that the operating conditions have been satisfied during the period of temporary permit. Such license shall be valid for a period of three years; it may be extended where necessary or it may be granted on a provisional basis. In case the license is to be assigned; application shall be filed with the Ministry and administrative permits shall be renewed (by due process). 

Operators of sterilization facilities that have temporary operating permits or operating licenses shall be obliged to furnish reports to the Ministry, at intervals to be determined by the Ministry, such reports containing information and documents on measurements relevant to the facility and indicating that the facility is being operated in compliance with laws and regulations.

Revocation of a license

Article 51- If it is determined, in the course of inspections carried out by the Ministry, that the facility is not being operated in compliance with the license; that required conditions are not being satisfied; that measurements relevant to the facility are not being taken regularly, then, the operator shall be allowed a grace period for correcting the deficiencies determined thus, the said grace period running from one month to one year, depending on the importance and sources of said deficiencies. If it is determined, through inspections performed at the end of the grace period, that deficiencies continue to exist, the operation of facility shall be suspended for a fixed period of time. If the operator of a facility with suspended operations fails to fulfill its obligations by the end of the period of suspension, then the operating license shall be revoked. For a facility whose operating license has been revoked, application shall be filed anew with the Ministry, pursuant to Article 50, in order to obtain a license.  The facility shall not be operating until the licensing process is completed. 

Training 

Article 52 – It shall be mandatory to provide training programs on a periodic basis and to document to prove that such training has indeed been provided, for Units’ personnel responsible for collecting and transporting medical waste to temporary storage facility inside a Unit, and for operating the temporary storage facility / containers therein; to personnel of municipality responsible for picking up waste at temporary storage facilities and transporting it to disposal sites; or, in case such activities are outsourced, to personnel of private sector cleaning and / or transport service providers; with such training programs to cover the rules to follow and matters to watch in collection, transport, and temporary storage of medical waste and transport of the same to disposal sites; the health risks that such waste material poses and the injuries and diseases that it might cause; and also measures that need be taken  in case of accident or injury. 

The Ministry shall establish procedures and principles pertaining to such training.

Inspection / control 

Article 53- The Ministry shall have the power to control whether all the activities, to which this Regulation applies, are being performed in accordance with this Regulation and other legislation relevant to environmental issues.

Right to introduce subordinate legislation

Article 54- The Ministry shall have the power to institute any and all subordinate legislation in order to assure implementation of this Regulation.

Infringement of the Regulation

Article 55- The authorities referred to in Articles 15 and 16 in Environmental Act No: 2872 shall take action as necessary against the parties acting in opposition to provisions of this Regulation and impose penalties on those parties as stipulated in Articles 20, 21 22, and 24 of the same Act. 

Legislation annulled

Article 56- Regulation for Control of medical waste as published in Official Gazette No: 21586 of May 20, 1993, has been annulled. 

Provisional Article 1- The medical waste incineration facilities operated by municipalities as of the date of effectiveness of this Regulation shall continue their operations in accordance with conditions as applicable on the date when they had been commissioned. Such facilities, however, shall take measures to satisfy the conditions as stipulated in Article 34 within at most five years. 

Provisional Article 2- The Units shall be under obligation to prepare and render effective the Intra-Unit Medical Waste Management Plan, as provided for in Article 10, within six months counting from the date of publication of this Regulation. 

Provisional Article 3- Metropolitan municipality where it exists, or else municipality, shall be under obligation to prepare and render effective the Medical Waste Management Plan, as provided for in Article 32, and to submit a copy of the said Plan to Office of the Governor, within six months counting from the date of publication of this Regulation.

Provisional Article 4- The Units with 20 or more beds using containers in place of temporary storage facilities at the time of publication of this Regulation shall be under obligation to build temporary storage facilities pursuant to Article 18 (of this Regulation) within one year counting from the date of publication of this Regulation. 

Provisional Article 5 – The Units with less than 20 beds shall be under obligation to install container systems for temporary storage pursuant to Article 21 or, in case they wish to, construct temporary storage facilities, within six months counting from the date of publication of this Regulation.

Provisional Article 6 – It shall be mandatory, for medical waste transport vehicles, to obtain   medical waste transport licenses within six months counting from the date of publication of this Regulation. 

Effectiveness

Article 57 – This Regulation shall come into effect as of the date of its publication.

Executive Power

Article 58 – Minister of Environment and Forestry shall carry out the provisions of this Regulation. 

ANNEX – 1

HEALTH CARE INSTITUTIONS THAT GENERATE MEDICAL WASTE 

AS A RESULT OF THEIR ACTIVITIES 

a) Health Care Institutions that Generate Medical Waste in Large Quantities 

1) University hospitals and clinics thereof

2) General hospitals and clinics thereof

3) Maternity hospitals and clinics thereof

4) Military hospitals and clinics thereof

b) Health Care Institutions that Generate Medical Waste in Medium Quantities

1) Health centers, medical centers, dispensaries

2) Out-patient treatment centers

3) Morgues and autopsy centers

4) Institutions conducting research and experiments on animals

5) Rescue homes and rest homes

6) Medical and biomedical laboratories

7) Animal hospitals 

8) Blood banks and transfusion centers

9) Emergency room and first aid centers

10) Dialysis centers

11)  Rehabilitation centers

12) Biotechnology laboratories / institutions 

13) Medical research centers

c) Health Care Institutions that Generate Medical Waste in Small Quantities

1) Other Units offering health care services (doctor’s offices, oral and dental care offices, similar)

2) Veterinary offices

3) Acupuncture centers

4) Physical therapy centers

5) In-home treatment and nursing services

6) Aesthetic, ear piercing, and tattoo centers

7) Drugstores

8) Ambulance services

9) Zoos

ANNEX-2

	CLASSIFICATION OF WASTE GENERATED BY HEALTH CARE INSTITUTIONS

	DOMESTIC QUALITY WASTE

(20 03* and 15 01*)
	MEDICAL WASTE

(18 01* and 18 02*)
	HAZARDOUS WASTE
	RADIOLOGICAL WASTE

	A: General Waste 

20 03 01*
	B: Packaging Waste

15 01 01*,15 01 02* 15 01 04*,15 01 05*, 15 01 06*,15 01 07*,
	C: Infectious Waste

18 01 03* and 18 02 02*
	D: Pathological Waste 

18 01 02*
	E: Sharps Waste 

18 01 01* and 18 02 01*
	F: Hazardous Waste

18 01 06*, 18 01 08*, 

18 01 10*, 18 02 05*,

18 02 07*
	G: Radiological Waste

	Areas occupied by healthy persons, sections where healthy persons are examined, first aid areas, administrative units, cleaning services, waste originating from warehouse and ateliers: 

All waste originating from health care institutions, except for those referred to under Groups B, C, D, E, F and G.
	All administrative units, kitchen, and recoverable / reusable waste originating from ateliers etc.:

· paper

· cardboard

· carton

· plastic

· glass

· metal etc.
	Waste requiring special procedures for transport and disposal in order to prevent spread of infectious agents:

Primary sources;

I. Waste from microbiology labs

· Culture and culture stocks

· Infectious body fluids

· Serological waste

· Other contaminated lab waste (micro slides, pipettes, petri dishes, etc.)

II. Blood / blood products, objects contaminated with same 

III. Used surgery apparel (cloths, aprons, gloves, etc.)

IV. Dialysis waste (waste fluid & equipment)

V. Isolation / quarantine waste 

VI. Air filters containing bacteria / virus, 

VII. Infected corpse, organ parts, and blood of test animals, objects having come to contact with same
	Anatomic waste tissue, organs and body parts, body fluids generated in course of surgery, medical attention, autopsy, etc.:: 

· Body parts, organic parts, placenta, severed members, etc (human pathological waste)

· Corpse of test animals used biological tests 
	Waste that could cause puncture, piercing, graze, or injuries:

· Injector needles,

· Other sharps containing needles 

· Scalpels 

· Micro slides 

· Glass Pasteur pipettes

· Other broken glass, etc. 
	Waste requiring special processing due to physical or chemical properties or for legal reasons

· Hazardous chemicals

· Cytotoxic or Cytostatic drugs 

· Amalgam waste

· Genotoxic cytotoxic waste 

· Pharmaceutical waste 

· Waste containing heavy metals 

· Pressurized containers 
	Waste in this category shall be collected and disposed of in accordance with legislation related to Atomic Energy Institute of Turkey.


*Code numbers in European Waste Catalog of the European Union 
ANNEX 3

INTERNATIONAL BIOHAZARD SYMBOL

.

SAMPLE OF INTERNATIONAL SYMBOL REQUIRED TO APPEAR ON MEDICAL WASTE CONTAINERS, TRANSPORT / HANDLING EQUIPMENT / VEHICLES, TEMPORARY STORAGE FACILITY / UNITS, AND OTHER RELEVANT MATERIALS AND VEHICLES 

ATTENTION 

MEDICAL WASTE

ANNEX – 4

INFORMATION AND DOCUMENTS REQUIRED IN APPLICATIONS TO OFFICE OF THE GOVERNOR FOR A LICENSE FOR PURPOSES OF TRANSPORTING MEDICAL WASTE 

a) Information and documents as described below shall be included in applications to Office of the Governor for a vehicle license.

1) Name, address, telephone number of institution / organization to which the vehicle belongs,

2) Vehicle category,

3) License plate number and engine serial number,

4) Name, business address, telephone number of vehicle owner,

5) Physical and chemical properties of waste to be transported; measures to be taken to minimize any adverse impact they might have on humans and environment in case of an accident, 

6) Materials to be used for emergency intervention and first aid in case of any accidents that might occur,

7) Technical report, for each vehicle, indicating that the vehicle in question has the technical characteristics as stipulated in Article 18 of this Regulation,

8) Certificate of Compliance, for each vehicle, indicating that the vehicle in question possess the equipment / hardware and characteristics as required for the category of hazard to which the waste (to be transported) belongs, as stipulated in the Regulation for Highway Transport of Hazardous Materials as published by Turkish Institute of Standards in the Official Gazette No: 15742 dated October 22, 1976,

b) Information and documents as described below shall be included in applications to Office of the Governor for a license for the institution / organization to which the vehicle belongs.

1) Name, address, telephone number of institution / organization,

2) Name, business address, telephone number of vehicle owner,

3) Number of vehicles (licensed for purposes of this Regulation),

4) License plate numbers of the vehicles to be licensed (pursuant to this Regulation),

5) Driver training certificate awarded to drivers of vehicles for transporting hazardous materials as obtained from authorized institutions / organizations,

6) Hazard category number for the waste material to be transported, as stated in Regulation for Highway Transport of Hazardous Materials

ANNEX – 5

INFORMATION AND DOCUMENTS REQUIRED IN APPLICATIONS FOR 

PRELIMINARY LICENSE FOR STERILIZATION FACILITIES

a) LETTER OF APPLICATION 

b) GENERAL INFORMATION ON FACILITIES

1) Name of facility







:

2) Address (Quartier, Street, Number, District, Province)



:

3) Telephone








:

4) Facsimile








:

5) E-mail address








:

6) Business Tax No







:

7) For owner / partners of the facility

Name








:


Address (Quartier, Street, Number, District, Province)


:

Telephone







:

Facsimile







:

E-mail address







:

8) For operator of the facility 

Name








:


Address (Quartier, Street, Number, District, Province)


:

Telephone







:

Facsimile







:

E-mail address







:

9) For the person / organization having prepared the application report

Name








:


Address (Quartier, Street, Number, District, Province)


:

Telephone







:

Facsimile







:

E-mail address







:

10) Other information

Likely date for the facility to be commissioned and operational 

:

Number of personnel to be employed at the facility and their job titles
:

Operating hours of the facility (daily, monthly, annually)


:

Equipment list







:

Social facilities (cafeteria, dorm, lockers, toilet / shower, infirmary, etc.)
:

c) INFORMATION ON OPERATIONS

1) Main impact of the proposed facility on humans, fauna, soil, flora, water, air, climate, and local culture shall be described.

2) Surface area of the proposed facility

Indoor area



:………………m2   

Outdoor area



:………………m2   

Total area



:………………m2   

3) Capacity of the facility

Installed capacity


:

kg/hr, kg/day, ton / year

Actual capacity



:

kg/hr, kg/day, ton / year

4) Compliance of sterilization facilities with internationally accepted standards (ISO, CE, and similar) particularly with respect to mechanical safety (high pressure in the sterilization chamber, heat resistant, and similar) as well as sterilization performance.

5) Process flow chart and technologies thereof

Detailed descriptions of operations to performed in each unit of the facility, starting with admission of medical waste, and any necessary charts, formulas, or graphics

6) Sterilization efficiency
7) Places from where medical waste would be obtained

8) Names of chemical substances to be used at facility, quantities of the same (ton / year), and methods for their storage

9) Properties of containers / storage facilities in which medical waste would be held before being processed

10) Composition of medical waste coming out of the sterilization process and how they would be disposed of

d) ENVIRONMENTAL PROTECTION MEASURES 

(Information specified here shall be furnished for facilities that are not subject to Regulation for Environmental Impact Assessment as published Official Gazette No: 25318 dated December 16,2003.)

1) Water Pollution;

Sources where domestic water and process water to be used at the facility is to be obtained and (projected) water consumption quantities

Well water

City water supply network

Other

Polluters that might be present in process water and relevant measures to be taken

Points of discharge for domestic water and process water

Measure to be taken for collection of rainwater

2) Air Pollution

Categories and quantities of fuel to be used at the facility

Names of the units at the facility that might cause air pollution, capacities of the same and the number of chimneys for each unit

Sources of dust and measures to be taken 

3) Noise Pollution

Sources of noise

Measures to be taken

4) Soil Pollution

Measures to be taken for preventing soil pollution

5) Smell Pollution

Measures to be taken for preventing smell pollution

6) Security Measures Implemented at the Facility

Fire

Worker’s Safety

First Aid

Other

Applicant

Date, Name, Signature

Note: All documents in the application file shall be signed and stamped

ANNEX – 6

INFORMATION AND DOCUMENTS REQUIRED IN APPLICATIONS FOR 

OBTAINING LICENSE FOR STERILIZATION FACILITIES
a) Preliminary License Document

b) Report indicating that the facility has been constructed in accordance with the project technical specifications

c) Health care institutions from which medical waste is to be obtained; address, telephone, facsimile numbers of the same and contact persons thereof

d) Emission Permit, Discharge Permit

e) Copies of transport licenses carrying medical waste to the facility

f) Categories of process waste originating from the facility, properties of the same (hazardous, non-hazardous, inert), their quantities, and how such waste is being disposed of 

g) Other documents

1) GSM License

2) Tax Office and Number

3) License for Opening and Operating an Enterprise

4) Copy of Trade Registration Journal (entry relevant to the facility) 
5) Signature circular

6) Capacity Report

7) Industrial Registration Document

8) Enterprise Certificate (obtained from Ministry of Labor and Social Security)

Applicant

Date, Name, Signature

Note: All documents in the application file shall be signed and stamped
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