ASPEN STATE LICENSING RULES SET X0507 – X1249 (v 4.00 effective 06/21/2007) - HOSPITALS


Report of Survey – General & Special Hospitals
	Name of Facility:


	Medicare Provider Number:

	Address:


	Facility Identification Number:



	City:


	County:


Code:


	State:


	Zip Code:



	Surveyor’s Name:


	Surveyor’s Discipline:


	Dates of Survey:
From:

To:



	Types of Survey:
( Initial Survey
( Recertification Survey
( Follow-up Visit

( Complaint Investigation

( Other:

	( Entrance conference:

    ( Time:

       ( Date:

Location:



Attendees:

( The purpose of the survey and the survey process were explained.

( An opportunity was provided for questions and discussion.

( Complaint number __________________________________________ was investigated for alleged violations of 25 TAC 133 – Hospital Licensing Rules.
( A survey was conducted per 25 TAC 133.101 to determine the hospital’s compliance with the requirements at 25 TAC 133 – Hospital Licensing Rules – using the applicable survey report form.

( The facility was found to be in compliance with 25 TAC 133: licensing rules for hospitals.

( Exit conference:


( Time:

( Date:

( Location:

( Attendees:

( The preliminary findings of the survey and the next steps in the survey process were explained.

( An opportunity was provided for questions and discussion.

( An opportunity was also provided for the facility to provide evidence of compliance with those requirements for which non-compliance had been found during the survey.

( No such evidence was either alleged or proffered.




	X-Tag
	 25 TAC 133
	REGULATION
	MET
	NOT MET
	N/A
	Explanatory Statement

	
	
	TAGS X001 – X506 ON SEPARATE REPORT of SURVEY FORM
	
	
	
	

	X0507
	133.41(s)
RADIOLOGY SERVICES.
	The hospital shall maintain, or have available, diagnostic radiologic services according to needs of the patients. 
	
	
	
	

	X0508
	133.41(s)
	All radiology equipment, including X-ray equipment, mammography equipment and laser equipment, shall be licensed and registered as required under Chapter 289 of this title (relating to Radiation Control). 
	
	
	
	

	X0509
	133.41(s)
	If therapeutic services are also provided, the services, as well as the diagnostic services, shall meet professionally approved standards for safety and personnel qualifications as required in §§289.227, 289.229, 289.230 and 289.231 of this title (relating to Registration Regulations). 
	
	
	
	

	X0510
	133.41(s)
	In a special hospital, portable X-ray equipment may be acceptable as a minimum requirement. 
	
	
	
	

	X0511
	133.41(s)(1)
	Policies and procedures shall be adopted, implemented and enforced which will describe the radiology services provided in the hospital and how employee and patient safety will be maintained.
	
	
	
	

	X0512
	133.41(s)(2)
	The radiology services, particularly ionizing radiology procedures, shall minimize hazards to patients and personnel. 
	
	
	
	

	X0513
	133.41(s)(2)(A)
	 (A)   proper safety precautions shall be maintained against radiation hazards. This includes adequate radiation shielding, safety procedures and equipment maintenance and testing. 
	
	
	
	

	X0514
	133.41(s)(2)(B)
	 (B)   inspection of equipment shall be made by or under the supervision of a licensed medical physicist in accordance with §289.227(o) of this title (relating to Use of Radiation Machines in the Healing Arts). 
	
	
	
	

	X0515
	133.41(s)(2)(B)
	Defective equipment shall be promptly repaired or replaced.
	
	
	
	

	X0516
	133.41(s)(2)(C)
	 (C)   Radiation workers shall be provided personnel monitoring dosimeters to measure the amount of radiation exposure they receive. Exposure reports and documentation shall be available for review. 
	
	
	
	

	X0517
	133.41(s)(2)(D)
	 (D)   Radiology services shall be provided only on the order of individuals granted privileges by the medical staff. 
	
	
	
	

	X0518
	133.41(s)(3)(A)
	 (A)  A qualified full-time, part-time, or consulting radiologist shall supervise the ionizing radiology services and shall interpret only those radiology tests that are determined by the medical staff to require a radiologist's specialized knowledge. For purposes of this section a radiologist is a physician who is qualified by education and experience in radiology in accordance with medical staff bylaws. 
	
	
	
	

	X0519
	133.41(s)(3)(B)
	 (B)  Only personnel designated as qualified by the medical staff shall use the radiology equipment and administer procedures. 
	
	
	
	

	X0520
	133.41(s)(4)
	Records of radiology services shall be maintained. The radiologist or other individuals who have been granted privileges to perform radiology services shall sign reports of his or her interpretations. 
	
	
	
	

	X0521
	133.41(t)(1)(A)

RENAL DIALYSIS SERVICES
	 (A)   Maintenance and repair. 

All equipment used by a facility, including backup equipment, shall be operated within manufacturer's specifications, and maintained free of defects which could be a potential hazard to patients, staff, or visitors.
	
	
	
	

	X0522
	133.41(t)(1)(A)
	Maintenance and repair of all equipment shall be performed by qualified staff or contract personnel.  
	
	
	
	

	X0523
	133.41(t)(1)(A)(i)
	    (i) Staff shall be able to identify malfunctioning equipment and report such equipment to the appropriate staff for immediate repair. 
	
	
	
	

	X0524
	133.41(t)(1)(A)(ii)
	    (ii) Medical equipment that malfunctions must be clearly labeled and immediately removed from service until the malfunction is identified and corrected. 
	
	
	
	

	X0525
	133.41(t)(1)(A)(iii)
	    (iii) Written evidence of all maintenance and repairs shall be maintained. 
	
	
	
	

	X0526
	133.41(t)(1)(A)(iv)
	    (iv) After repairs or alterations are made to any equipment or system, the equipment or system shall be thoroughly tested for proper operation before returning to service. This testing must be documented. 
	
	
	
	

	X0527

	133.41(t)(1)(A)(v)
	    (v) A facility shall comply with the federal Food, Drug, and Cosmetic Act, 21 United States Code (USC), §360i(b), concerning reporting when a medical device as defined in 21 USC §321(h) has or may have caused or contributed to the injury or death of a patient of the facility. 
	
	
	
	

	X0528
	133.41(t)(1)(B)
	(B)   Preventive maintenance. 

A facility shall develop, implement and enforce a written preventive maintenance program to ensure patient care related equipment used in a facility receives electrical safety inspections, if appropriate, and maintenance at least annually or more frequently as recommended by the manufacturer. The preventive maintenance may be provided by facility staff or by contract. 
	
	
	
	

	X0529
	133.41(t)(1)(C)
	(C)   Backup machine. 

At least one complete dialysis machine shall be available on site as backup for every ten dialysis machines in use. At least one of these backup machines must be completely operational during hours of treatment. Machines not in use during a patient shift may be counted as backup except at the time of an initial or an expansion survey. 
	
	
	
	

	X0530
	133.41(t)(1)(D)
	(D)   Pediatric patients. 

If pediatric patients are treated, a facility shall use equipment and supplies, to include blood pressure cuffs, dialyzers, and blood tubing, appropriate for this special population
	
	
	
	

	X0531
	133.41(t)(1)(E)
	(E)   Emergency equipment and supplies. 

A facility shall have emergency equipment and supplies immediately accessible in the treatment area.
	
	
	
	

	X0532
	133.41(t)(1)(E)(i)(I)
	    (i) (I)  At a minimum, the emergency equipment and supplies shall include oxygen; 
	
	
	
	

	X0533
	33.41(t)(1)(E)(i)(II)
	         (II)  At a minimum, the emergency equipment and supplies shall include mechanical ventilatory assistance equipment, to include airways, manual breathing bag, and mask; 
	
	
	
	

	X0534
	133.41(t)(1)(E)(i)(III)
	        (III)  At a minimum, the emergency equipment and supplies shall include suction equipment;
	
	
	
	

	X0535
	133.41(t)(1)(E)(i)(IV)
	        (IV)  At a minimum, the emergency equipment and supplies shall include supplies specified by the medical director; 
	
	
	
	

	X0536
	133.41(t)(1)(E)(i)(V)
	        (V)  At a minimum, the emergency equipment and supplies shall include electrocardiograph; and 
	
	
	
	

	X0537
	133.41(t)(1)(E)(i)(VI)
	        (VI)  At a minimum, the emergency equipment and supplies shall include automated external defibrillator or defibrillator. 
	
	
	
	

	X0538
	133.41(t)(1)(E)(ii)(I)
	    (ii) If pediatric patients are treated, the facility shall have the appropriate type and size emergency equipment and supplies listed in clause (i) of this subparagraph for this special population.
	
	
	
	

	X0539
	133.41(t)(1)(E)(iii)
	    (iii) A facility shall establish, implement, and enforce a policy for the periodic testing and maintenance of the emergency equipment. Staff shall properly maintain and test the emergency equipment and supplies and document the testing and maintenance.
	
	
	
	

	X0540
	133.41(t)(1)(F)
	 (F)  A transducer protector shall be replaced when wetted during a dialysis treatment and shall be used for one treatment only.
	
	
	
	

	X0541
	33.41(t)(2)(A)
	 (A) Compliance required.

A facility shall meet the requirements of this section. A facility may follow more stringent requirements than the minimum standards required by this section.
	
	
	
	

	X0542
	133.41(t)(2)(A)(i)
	    (i)   The facility administrator and medical director shall each demonstrate responsibility for the water treatment and dialysate supply systems to protect hemodialysis patients from adverse effects arising from known chemical and microbial contaminates that may be found in improperly prepared dialysate, to ensure that the dialysate is correctly formulated and meets the requirements of all applicable quality standards.
	
	
	
	

	X0543
	133.41(t)(2)(A)(ii)
	    (ii)   The facility administrator and medical director must assure that policies and procedures related to water treatment and dialysate are understandable and accessible to the operator(s) and that the training program includes quality testing, risks and hazards of improperly prepared concentrate and bacterial issues. 
	
	
	
	

	X0544
	133.41(t)(2)(A)(iii)
	    (iii)   The facility administrator and medical director must be informed prior to any alteration of, or any device being added to, the water system.

 
	
	
	
	

	X0545
	133.41(t)(2)(B)
	 (B)   Water treatment. 

These requirements apply to water intended for use in the delivery of hemodialysis, including the preparation of concentrates from powder at a dialysis facility and dialysate. 
	
	
	
	

	X0546
	133.41(t)(2)(B)(i)
	    (i)   The design for the water treatment system in a facility shall be based on considerations of the source water for the facility and designed by a water quality professional with education, training, or experience in dialysis system design. 
	
	
	
	

	X0547
	133.41(t)(2)(B)(ii)
	    (ii)   When a public water system supply is not used by a facility, the source water shall be tested by the facility at monthly intervals in the same manner as a public water system as described in 30 TAC §290.104 (relating to Summary of Maximum Contaminant Levels, Maximum Residual Disinfectant Levels, Treatment Techniques, and Action Levels) and §290.109 (relating to Microbial Contaminants) as adopted by the Texas Commission on Environmental Quality (TCEQ). 
	
	
	
	

	X0548
	133.41(t)(2)(B)(iii)
	    (iii)   The physical space in which the water treatment system is located must be adequate to allow for maintenance, testing, and repair of equipment. If mixing of dialysate is performed in the same area, the physical space must also be adequate to house and allow for the maintenance, testing, and repair of the mixing equipment and for performing the mixing procedure. 
	
	
	
	

	X0549
	133.41(t)(2)(B)(iv)
	    (iv) The water treatment system components shall be arranged and maintained so that bacterial and chemical contaminant levels in the product water do not exceed the standards for hemodialysis water quality described in §4.2.1 (concerning Water Bacteriology) and §4.2.2 (concerning Maximum Level of Chemical Contaminants) of the American National Standard, Water Treatment Equipment for Hemodialysis Applications, August 2001 Edition, published by the Association for the Advancement of Medical Instrumentation (AAMI). All documents published by the AAMI as referenced in this section may be obtained by writing the following address: 1110 North Glebe Road, Suite 220, Arlington, Virginia 22201. 
	
	
	
	

	X0550
	133.41(t)(2)(B)(v)
	    (v)   Written policies and procedures for the operation of the water treatment system must be developed and implemented. 
	
	
	
	

	X0551
	133.41(t)(2)(B)(v)
	Parameters for the operation of each component of the water treatment system must be developed in writing and known to the operator.
	
	
	
	

	X0552
	133.41(t)(2)(B)(v)
	Each major water system component shall be labeled in a manner that identifies the device; describes its function, how performance is verified and actions to take in the event performance is not within an acceptable range. 
	
	
	
	

	X0553
	133.41(t)(2)(B)(vi)
	    (vi) The materials of any components of water treatment systems (including piping, storage, filters and distribution systems) that contact the purified water shall not interact chemically or physically so as to affect the purity or quality of the product water adversely. Such components shall be fabricated from unreactive materials (e.g. plastics) or appropriate stainless steel. The use of materials that are known to cause toxicity in hemodialysis, such as copper, brass, galvanized material, or aluminum, is prohibited. 

	
	
	
	

	X0554
	133.41(t)(2)(B)(vii)
	    (vii) Chemicals infused into the water such as iodine, acid, flocculants, and complexing agents shall be shown to be nondialyzable or shall be adequately removed from product water. 
	
	
	
	

	X0555
	133.41(t)(2)(B)(vii)
	Monitors or specific test procedures to verify removal of additives shall be provided and documented. 
	
	
	
	

	X0556
	133.41(t)(2)(B)(viii)
	    (viii) Each water treatment system shall include reverse osmosis membranes or deionization tanks and a minimum of two carbon tanks in series. 
	
	
	
	

	X0557
	133.41(t)(2)(B)(viii)
	If the source water is from a private supply which does not use chlorine/chloramine, the water treatment system shall include reverse osmosis membranes or deionization tanks and a minimum of one carbon tank.
	
	
	
	

	X0558
	133.41(t)(2)(B)(viii)(I)
	          (I) Reverse osmosis membranes. Reverse osmosis membranes, if used, shall meet the standards in §4.3.7 (concerning Reverse Osmosis) of the American National Standard, Water Treatment Equipment for Hemodialysis Applications, August 2001 Edition, published by the AAMI. 
	
	
	
	

	X0559
	133.41(t)(2)(B(viii)II-a-
	         (II) Deionization systems. 

             (-a-) Deionization systems, if used, shall be monitored continuously to produce water of one megohm-centimeter (cm) or greater specific resistivity (or conductivity of one microsiemen/cm or less) at 25 degrees Celsius. 
	
	
	
	

	X0560
	133.41(t)(2)(B)(viii)II-a-
	An audible and visual alarm shall be activated when the product water resistivity falls below this level and the product water stream shall be prevented from reaching any point of use.
	
	
	
	

	X0561
	133.41(t)(2)(B)(viii)II-b-
	            (-b-) Patients shall not be dialyzed on deionized water with a resistivity less than 1.0 megohm-cm measured at the output of the deionizer.
	
	
	
	

	X0562
	133.41(t)(2)(B)(viii)II-c-
	            (-c-) A minimum of two deionization (DI) tanks in series shall be used with resistivity monitors including audible and visual alarms placed pre and post the final DI tank in the system. The alarms must be audible in the patient care area. 
	
	
	
	

	X0563
	133.41(t)(2)(B)(viii)II-d-
	            (-d-) Feed water for deionization systems shall be pretreated with activated carbon adsorption, or a comparable alternative, to prevent nitrosamine formation. 
	
	
	
	

	X0564
	133.41(t)(2)(B(viii)II-e-
	            (-e-) If a deionization system is the last process in a water treatment system, it shall be followed by an ultrafilter or other bacteria and endotoxin reducing device. 
	
	
	
	

	X0565
	133.41(t)(2)(B(viii)III-a-
	    (III) Carbon tanks. 

           (-a-) The carbon tanks must contain acid washed carbon, 30-mesh or smaller with a minimum iodine number of 900. 
	
	
	
	

	X0566
	133.41(t)(2)(B(viii)III-b-
	            (-b-) A minimum of two carbon adsorption beds shall be installed in a series configuration. 
	
	
	
	

	X0567
	133.41(t)(2)(B)(viii)III-c-
	            (-c-) The total empty bed contact time (EBCT) shall be at least ten minutes, with the final tank providing at least five minutes EBCT. 
	
	
	
	

	X0568
	133.41(t)(2)(B)(viii)III-c-
	Carbon adsorption systems used to prepare water for portable dialysis systems are exempt from the requirement for the second carbon and a ten minute EBCT if removal of chloramines to below 0.1 milligram (mg)/1 is verified before each treatment.
	
	
	
	

	X0569
	133.41(t)(2)(B)(viii)III-d-
	            (-d-) A means shall be provided to sample the product water immediately prior to the final bed(s). Water from this port(s) must be tested for chlorine/chloramine levels immediately prior to each patient shift. 
	
	
	
	

	X0570

	133.41(t)(2)(B)(viii)III-e-
	            (-e-) All samples for chlorine/chloramine testing must be drawn when the water treatment system has been operating for at least 15 minutes. 
	
	
	
	

	X0571
	133.41(t)(2)(B)(viii)III-f-
	           (-f-) Tests for total chlorine, which include both free and combined forms of chlorine, may be used as a single analysis with the maximum allowable concentration of 0.1 mg/liter (L). 
	
	
	
	

	X0572
	133.41(t)(2)(B)(viii)III-f-
	Test results of greater than 0.5 parts per million (ppm) for chlorine or 0.1 ppm for chloramine from the port between the initial tank(s) and final tank(s) shall require testing to be performed at the final exit and replacement of the initial tank(s). 
	
	
	
	

	X0573

	133.41(t)(2)(B)(viii)III-g-
	          (-g-) In a system without a holding tank, if test results at the exit of the final tank(s) are greater than the parameters for chlorine or chloramine described in this subclause, dialysis treatment shall be immediately terminated to protect patients from exposure to chlorine/chloramine and the medical director shall be notified.
	
	
	
	

	X0574
	133.41(t)(2)(B)(viii)III-g-
	In systems with holding tanks, if the holding tank tests <0.1 mg/L for total chlorine, the reverse osmosis (RO) may be turned off and the product water in the holding tank may be used to finish treatments in process. The medical director shall be notified. 
	
	
	
	

	X0575
	133.41(t)(2)(B)(viii)III-h-
	            (-h-) If means other than granulated carbon are used to remove chlorine/chloramine, the facility's governing body must approve such use in writing after review of the safety of the intended method for use in hemodialysis applications. If such methods include the use of additives, there must be evidence the product water does not contain unsafe levels of these additives. 
	
	
	
	

	X0576
	133.41(t)(2)(B)(ix)
	     (ix) Water softeners, if used, shall be tested at the end of the treatment day to verify their capacity to treat a sufficient volume of water to supply the facility for the entire treatment day and shall be fitted with a mechanism to prevent water containing the high concentrations of sodium chloride used during regeneration from entering the product water line during regeneration. 
	
	
	
	

	X0577
	133.41(t)(2)(B)(x)
	    (x) If used, the face(s) of timer(s) used to control any component of the water treatment or dialysate delivery system shall be visible to the operator at all times. Written evidence that timers are checked for operation and accuracy each day of operation must be maintained. 
	
	
	
	

	X0578
	133.41(t)(2)(B)(xi)
	    (xi) Filter housings, if used during disinfectant procedures, shall include a means to clear the lower portion of the housing of the disinfecting agents. Filter housings shall be opaque. 
	
	
	
	

	X0579
	133.41(t)(2)(B)(xii)
	    (xii) Ultrafilters, or other bacterial reducing filters, if used, shall be fitted with pressure gauges on the inlet and outlet water lines to monitor the pressure drop across the membrane. Ultrafilters shall be included in routine disinfection procedures. 
	
	
	
	

	X0580

	133.41(t)(2)(B)(xiii)
	    (xiii) If used, storage tanks shall have a conical or bowl shaped base and shall drain from the lowest point of the base. Storage tanks shall have a tight-fitting lid and be vented through a hydrophobic 0.2 micron air filter. Means shall be provided to effectively disinfect any storage tank installed in a water distribution system. 
	
	
	
	

	X0581
	133.41(t)(2)(B)(xiv)
	    (xiv) Ultraviolet (UV) lights, if used, shall be monitored at the frequency recommended by the manufacturer. A log sheet shall be used to record monitoring. 


	
	
	
	

	X0582
	133.41(t)(2)(B)(xv)
	    (xv) Water treatment system piping shall be labeled to indicate the contents of the pipe and direction of flow.
	
	
	
	

	X0583
	133.41(t)(2)(B)(xvi)
	    (xvi) The water treatment system must be continuously monitored during patient treatment and be guarded by audible and visual alarms which can be seen and heard in the dialysis treatment area should water quality drop below specific parameters. 
	
	
	
	

	X0584
	133.41(t)(2)(B)(xvi)
	Quality monitor sensing cells shall be located as the last component of the water treatment system and at the beginning of the distribution system.
	
	
	
	

	X0585
	133.41(t)(2)(B)(xvi)
	No water treatment components that could affect the quality of the product water as measured by this device shall be located after the sensing cell.
	
	
	
	

	X0586
	133.41(t)(2)(B)(xvii)
	    (xvii) When deionization tanks do not follow a reverse osmosis system, parameters for the rejection rate of the membranes must assure that the lowest rate accepted would provide product water in compliance with §4.2.2 (concerning Maximum Level of Chemical Contaminants) of the American National Standard, Water Treatment Equipment for Hemodialysis Applications, August 2001 Edition published by the AAMI. 
	
	
	
	

	X0587
	133.41(t)(2)(B)(xviii)
	    (xviii) A facility shall maintain written logs of the operation of the water treatment system for each treatment day. The log book shall include each component's operating parameter and the action taken when a component is not within the facility's set parameters. 
	
	
	
	

	X0588
	133.41(t)(2)(B)(xix)
	    (xix) Microbiological testing of product water shall be conducted. 
	
	
	
	

	X0589
	133.41(t)(2)(B)(xix)(I)
	          (I) Frequency. Microbiological testing shall be conducted monthly and following any repair or change to the water treatment system. For a newly installed water distribution system, or when a change has been made to an existing system, weekly testing shall be conducted for one month to verify that bacteria and endotoxin levels are consistently within the allowed limits. 
	
	
	
	

	X0590
	133.41(t)(2)(B)(xix)(II)
	          (II) Sample sites. At a minimum, sample sites chosen for the testing shall include the beginning of the distribution piping, at any site of dialysate mixing, and the end of the distribution piping. 
	
	
	
	

	X0591
	133.41(t)(2)(B)(xix)(III)
	          (III) Technique. Samples shall be collected immediately before sanitization/disinfection of the water treatment system and dialysis machines. 
	
	
	
	

	X0592
	133.41(t)(2)(B)(xix)(III)
	Technique. Water testing results shall be routinely trended and reviewed by the medical director in order to determine if results seem questionable or if there is an opportunity for improvement. The medical director shall determine if there is a need for retesting.
	
	
	
	

	X0593
	133.41(t)(2)(B)(xix)(III)
	Technique. Repeated results of "no growth" shall be validated via an outside laboratory. 
	
	
	
	

	X0594
	133.41(t)(2)(B)(xix)(III)
	Technique. A calibrated loop may not be used in microbiological testing of water samples. 
	
	
	
	

	X0595
	133.41(t)(2)(B)(xix)(III)
	Technique. Colonies shall be counted using a magnifying device. 
	
	
	
	

	X0596
	133.41(t)(2)(B)(xix)(IV)
	          (IV) Expected results. Product water used to prepare dialysate, concentrates from powder, or to reprocess dialyzers for multiple use, shall contain a total viable microbial count less than 200 colony forming units (CFU)/millimeter (ml) and an endotoxin concentration less than 2 endotoxin units (EU)/ml. 

	
	
	
	

	X0597
	133.41(t)(2)(B)(xix)(IV)
	Expected results. The action level for the total viable microbial count in the product water shall be 50 CFU/ml and the action level for the endotoxin concentration shall be 1 EU/ml.
	
	
	
	

	X0598
	133.41(t)(2)(B)(xix)(V)
	            (V) Required action for unacceptable results. If the action levels described at subclause (IV) of this clause are observed in the product water, corrective measures shall be taken promptly to reduce the levels into an acceptable range. 
	
	
	
	

	X0599
	133.41(t)(2)(B)(xix)(VI)
	          (VI) Records. All bacteria and endotoxin results shall be recorded on a log sheet in order to identify trends that may indicate the need for corrective action. 
	
	
	
	

	X0600
	133.41(t)(2)(B)(xx)
	    (xx) If ozone generators are used to disinfect any portion of the water or dialysate delivery system, testing based on the manufacturer's direction shall be used to measure the ozone concentration each time disinfection is performed, to include testing for safe levels of residual ozone at the end of the disinfection cycle. 
	
	
	
	

	X0601
	133.41(t)(2)(B)(xx)
	Testing for ozone in the ambient air shall be conducted on a periodic basis as recommended by the manufacturer. 
	
	
	
	

	X0602
	133.41(t)(2)(B)(xx)
	Records of all testing must be maintained in a log.
	
	
	
	

	X0603
	133.41(t)(2)(B)(xxi)
	    (xxi) If used, hot water disinfection systems shall be monitored for temperature and time of exposure to hot water as specified by the manufacturer. 
	
	
	
	

	X0604
	133.41(t)(2)(B)(xxi)
	Temperature of the water shall be recorded at a point furthest from the water heater, where the lowest water temperature is likely to occur. 
	
	
	
	

	X0605
	133.41(t)(2)(B)(xxi)
	The water temperature shall be measured each time a disinfection cycle is performed. 


	
	
	
	

	X0606
	133.41(t)(2)(B)(xxi)
	A record that verifies successful completion of the heat disinfection shall be maintained. 
	
	
	
	

	X0607
	133.41(t)(2)(B)(xxii)
	    (xxii)   After chemical disinfection, means shall be provided to restore the equipment and the system in which it is installed to a safe condition relative to residual disinfectant prior to the product water being used for dialysis applications. 
	
	
	
	

	X0608
	133.41(t)(2)(B)(xxiii)
	    (xxiii) Samples of product water must be submitted for chemical analysis every six months and must demonstrate that the quality of the product water used to prepare dialysate or concentrates from powder, meets §4.2.2 (concerning Maximum Level of Chemical Contaminants) of the American National Standard, Water Treatment Equipment for Hemodialysis Applications, August 2001 Edition, published by the AAMI. 
	
	
	
	

	X0609
	133.41(t)(2)(B)(xxiii)(I)
	            (I)   Samples for chemical analysis shall be collected at the end of the water treatment components and at the most distal point in each water distribution loop, if applicable. 
	
	
	
	

	X0610
	133.41(t)(2)(B)(xxiii)(I)
	All other outlets from the distribution loops shall be inspected to ensure that the outlets are fabricated from compatible materials. 
	
	
	
	

	X0611
	133.41(t)(2)(B)(xxiii)(I)
	Appropriate containers and pH adjustments shall be used to ensure accurate determinations. 
	
	
	
	

	X0612
	133.41(t)(2)(B)(xxiii)(I)
	New facilities or facilities that add or change the configuration of the water distribution system must draw samples at the most distal point for each water distribution loop, if applicable, on a one time basis. 
	
	
	
	

	X0613
	133.41(t)(2)(B)(xxiii)(II)
	           (II)   Additional chemical analysis shall be submitted if substantial changes are made to the water treatment system or if the percent rejection of a reverse osmosis system decreased 5.0% or more from the percent rejection measured at the time the water sample for the preceding chemical analysis was taken. 
	
	
	
	

	X0614
	133.41(t)(2)(B)(xxiv)
	    (xxiv) Facility records must include all test results and evidence that the medical director has reviewed the results of the water quality testing and directed corrective action when indicated. 
	
	
	
	

	X0615
	133.41(t)(2)(B)(xxv)
	    (xxv) Only persons qualified by the education or experience may operate, repair, or replace components of the water treatment system.
	
	
	
	

	X0616
	133.41(t)(2)(C)(i)
	 (C) Dialysate. 

    (i) Quality control procedures shall be established to ensure ongoing conformance to policies and procedures regarding dialysate quality. 
	
	
	
	

	X0617
	133.41(t)(2)(C)(ii)
	    (ii)  Each facility shall set all hemodialysis machines to use only one family of concentrates. 
	
	
	
	

	X0618
	133.41(t)(2)(C)(ii)
	When new machines are put into service or the concentrate family or concentrate manufacturer is changed, samples shall be sent to a laboratory for verification. 
	
	
	
	

	X0619
	133.41(t)(2)(C)(iii)
	    (iii)   Prior to each patient treatment, staff shall verify the dialysate conductivity and pH of each machine with an independent device. 
	
	
	
	

	X0620
	133.41(t)(2)(C)(iv)
	    (iv) Bacteriological testing shall be conducted.
	
	
	
	

	X0621
	133.41(t)(2)(C)(iv)(I)
	           (I) Frequency. Responsible facility staff shall develop a schedule to ensure each hemodialysis machine is tested quarterly for bacterial growth and the presence of endotoxins. 

	
	
	
	

	X0622
	133.41(t)(2)(C)(iv)(I)
	Frequency. Hemodialysis machines of home patients shall be cultured monthly until results not exceeding 200 CFU/ml are obtained for three consecutive months, then quarterly samples shall be cultured.
	
	
	
	

	X0623
	133.41(t)(2)(C)(iv)(II)
	          (II) Acceptable limits. Dialysate shall contain less than 200 CFU/ml and an endotoxin concentration of less than 2 EU/ml. 
	
	
	
	

	X0624
	133.41(t)(2)(C)(iv)(II)
	Acceptable limits. The action level for total viable microbial count shall be 50 CFU/ml and the action level for endotoxin concentration shall be 1 EU/ml.
	
	
	
	

	X0625
	133.41(t)(2)(C)(iv)(III)
	          (III) Action to be taken. Disinfection and retesting shall be done when bacterial or endotoxin counts exceed the action levels.
	
	
	
	

	X0626
	133.41(t)(2)(C)(iv)(III)
	Action to be taken. Additional samples shall be collected when there is a clinical indication of a pyrogenic reaction and/or septicemia.
	
	
	
	

	X0627
	133.41(t)(2)(C)(v)
	    (v) Only a licensed nurse may use an additive to increase concentrations of specific electrolytes in the acid concentrate
	
	
	
	

	X0628
	133.41(t)(2)(C)(v)
	Mixing procedures shall be followed as specified by the additive manufacturer. 
	
	
	
	

	X0629
	133.41(t)(2)(C)(v)
	When additives are prescribed for a specific patient, the container holding the prescribed acid concentrate shall be labeled with the name of the patient, the final concentration of the added electrolyte, the date the prescribed concentrate was made, and the name of the person who mixed the additive. 
	
	
	
	

	X0630
	133.41(t)(2)(C)(vi)
	    (vi)   All components used in concentrate preparation systems (including mixing and storage tanks, pumps, valves and piping) shall be fabricated from materials (e.g., plastics or appropriate stainless steel) that do not interact chemically or physically with the concentrate so as to affect its purity, or with the germicides used to disinfect the equipment. The use of materials that are known to cause toxicity in hemodialysis such as copper, brass, galvanized material and aluminum is prohibited. 
	
	
	
	

	X0631
	133.41(t)(2)(C)(vii)
	     (vii)   Facility policies shall address means to protect stored acid concentrates from tampering or from degeneration due to exposure to extreme heat or cold.
	
	
	
	

	X0632
	133.41(t)(2)(C)(viii)
	    (viii)   Procedures to control the transfer of acid concentrates from the delivery container to the storage tank and prevent the inadvertent mixing of different concentrate formulations shall be developed, implemented and enforced. The storage tanks shall be clearly labeled. 
	
	
	
	

	X0633
	133.41(t)(2)(C)(ix)
	    (ix)  Concentrate mixing systems shall include a purified water source, a suitable drain, and a ground fault protected electrical outlet. 
	
	
	
	

	X0634
	133.41(t)(2)(C)(ix)(I)
	           (I)  Operators of mixing systems shall use personal protective equipment as specified by the manufacturer during all mixing processes
	
	
	
	

	X0635
	133.41(t)(2)(C)(ix)(II)
	          (II)   The manufacturer's instructions for use of a concentrate mixing system shall be followed, including instructions for mixing the powder with the correct amount of water. 
	
	
	
	

	X0636
	133.41(t)(2)(C)(ix)(II)
	The number of bags or weight of powder added shall be determined and recorded.
	
	
	
	

	X0637
	133.41(t)(2)(C)(ix)(III)
	           (III)  The mixing tank shall be clearly labeled to indicate the fill and final volumes required to correctly dilute the powder. 
	
	
	
	

	X0638
	133.41(t)(2)(C)(ix)(IV)
	          (IV)   Systems for preparing either bicarbonate or acid concentrate from powder shall be monitored according to the manufacturer's instructions. 


	
	
	
	

	X0639
	133.41(t)(2)(C)(ix)(V)
	          (V) Concentrates shall not be used, or transferred to holding tanks or distribution systems, until all tests are completed. 
	
	
	
	

	X0640
	133.41(t)(2)(C)(ix)(VI)
	         (VI) If a facility designs its own system for mixing concentrates, procedures shall be developed and validated using an independent laboratory to ensure proper mixing. 
	
	
	
	

	X0641
	133.41(t)(2)(C)(x)
	    (x)   Acid concentrate mixing tanks shall be designed to allow the inside of the tank to be rinsed when changing concentrate formulas. 
	
	
	
	

	X0642
	133.41(t)(2)(C)(x)(I)
	          (I) Acid mixing systems shall be designed and maintained to prevent rust and corrosion. 
	
	
	
	

	X0643
	133.41(t)(2)(C)(x)(II)
	           (II) Acid concentrate mixing tanks shall be emptied completely and rinsed with product water before mixing another batch of concentrate to prevent cross contamination between different batches. 
	
	
	
	

	X0644
	133.41(t)(2)(C)(x)(III)
	          (III) Acid concentrate mixing equipment shall be disinfected as specified by the equipment manufacturer or in the case where no specifications are given, as defined by facility policy. 
	
	
	
	

	X0645
	133.41(t)(2)(C)(x)(IV)
	          (IV) Records of disinfection and rinsing of disinfectants to safe residual levels shall be maintained. 
	
	
	
	

	X0646
	133.41(t)(2)(C)(xi)
	    (xi) Bicarbonate concentrate mixing tanks shall have conical or bowl shaped bottoms and shall drain from the lowest point of the base. The tank design shall allow all internal surfaces to be disinfected and rinsed. 
	
	
	
	

	X0647
	133.41(t)(2)(C)(xi)(I)
	           (I) Bicarbonate concentrate mixing tanks shall not be prefilled the night before use. 
	
	
	
	

	X0648
	133.41(t)(2)(C)(xi)(II)
	          (II) If disinfectant remains in the mixing tank overnight, this solution must be completely drained, the tank rinsed and tested for residual disinfectant prior to preparing the first batch of that day of bicarbonate concentrate. 
	
	
	
	

	X0649
	133.41(t)(2)(C)(xi)(III)
	          (III) Unused portions of bicarbonate concentrate shall not be mixed with fresh concentrate. 
	
	
	
	

	X0650
	133.41(t)(2)(C)(xi)(IV)
	           (IV) At a minimum, bicarbonate distribution systems shall be disinfected weekly. More frequent disinfection shall be done if required by the manufacturer, or if dialysate culture results are above the action level. 
	
	
	
	

	X0651
	133.41(t)(2)(C)(xi)(V)
	          (V) If jugs are reused to deliver bicarbonate concentrate to individual hemodialysis machines: 
	
	
	
	

	X0652
	133.41(t)(2)(C)(xi)(V)(-a-)
	              (-a-)   jugs shall be emptied of concentrate, rinsed and inverted to drain at the end of each treatment day; 
	
	
	
	

	X0653
	133.41(t)(2)(C)(xi)(V)(-b-)
	              (-b-)   at a minimum, jugs shall be disinfected weekly, more frequent disinfection shall be considered by the medical director if dialysate culture results are above the action level; and 
	
	
	
	

	X0654
	133.41(t)(2)(C)(xi)(V)(-c-)
	              (-c-)   following disinfection, jugs shall be drained, rinsed free of residual disinfectant, and inverted to dry.
	
	
	
	

	X0655
	133.41(t)(2)(C)(xi)(V)(-c-)
	Testing for residual disinfectant shall be done and documented.
	
	
	
	

	X0656
	133.41(t)(2)(C)(xii)
	    (xii) All mixing tanks, bulk storage tanks, dispensing tanks and containers for single hemodialysis treatments shall be labeled as to the contents. 
	
	
	
	

	X0657
	133.41(t)(2)(C)(xii)(I)
	            (I) Mixing tanks. Prior to batch preparation, a label shall be affixed to the mixing tank that includes the date of preparation and the chemical composition or formulation of the concentrate being prepared. This labeling shall remain on the mixing tank until the tank has been emptied
	
	
	
	

	X0658
	133.41(t)(2)(C)(xii)(II)
	          (II)   Bulk storage/dispensing tanks. These tanks shall be permanently labeled to identify the chemical composition or formulation of their contents. 
	
	
	
	

	X0659
	133.41(t)(2)(C)(xii)(III)
	          (III)   Single machine containers. At a minimum, single machine containers shall be labeled with sufficient information to differentiate the contents from other concentrate formulations used in the facility and permit positive identification by users of container contents. 
	
	
	
	

	X0660

	133.41(t)(2)(C)(xiii)
	    (xiii)   Permanent records of batches produced shall be maintained to include the concentrate formula produced, the volume of the batch, lot number(s) of powdered concentrate packages, the manufacturer of the powdered concentrate, date and time of mixing, test results, person performing mixing, and expiration date (if applicable).
	
	
	
	

	X0661
	133.41(t)(2)(C)(xiv)
	     (xiv)   If dialysate concentrates are prepared in the facility, the manufacturers' recommendations shall be followed regarding any preventive maintenance. 
	
	
	
	

	X0662
	133.41(t)(2)(C)(xiv)
	    (xiv)   Records shall be maintained indicating the date, time, person performing the procedure, and the results (if applicable).
	
	
	
	

	X0663
	133.41(t)(3)(A)(i)
	 (A) Hepatitis B vaccination. 

     (i)   With the advice and consent of a patient's attending nephrologist, facility staff shall make the hepatitis B vaccine available to a patient who is susceptible to hepatitis B, provided that the patient has coverage or is willing to pay for vaccination. 
	
	
	
	

	X0664
	133.41(t)(3)(A)(ii)
	    (ii) The facility shall make available to patients literature describing the risks and benefits of the hepatitis B vaccination.
	
	
	
	

	X0665
	133.41(t)(3)(B)(i)
	 (B) Serologic screening of patients.

      (i)   A patient new to dialysis shall have been screened for hepatitis B surface antigen (HBsAg) within one month before or at the time of admission to the facility or have a known hepatitis B surface antibody (anti-HBs) status of at least 10 milli-international units per milliliter no more than 12 months prior to admission. The facility shall document how this screening requirement is met. 
	
	
	
	

	X0666
	133.41(t)(3)(B)(i)
	The facility shall document how this screening requirement is met.
	
	
	
	

	X0667
	133.41(t)(3)(B)(ii)
	    (ii) Repeated serologic screening shall be based on the antigen or antibody status of the patient. 
	
	
	
	

	X0668
	133.41(t)(3)(B)(ii)(I)
	          (I) Monthly screening for HBsAg is required for patients whose previous test results are negative for HBsAg. 
	
	
	
	

	X0669
	133.41(t)(3)(B)(ii)(II)
	           (II)   Screening of HBsAg-positive or anti-HBs-positive patients may be performed on a less frequent basis, provided that the facility's policy on this subject remains congruent with Appendices i and ii of the National Surveillance of Dialysis Associated Disease in the United States, 2000, published by the United States Department of Health and Human Services. 
	
	
	
	

	X0670
	133.41(t)(3)(C)(i)
	 (C)  Isolation procedures for the HBsAg-positive patient. 

    (i)   The facility shall treat patients positive for HBsAg in a segregated treatment area which includes a hand washing sink, a work area, patient care supplies and equipment, and sufficient space to prevent cross-contamination to other patients. 
	
	
	
	

	X0671
	133.41(t)(3)(C)(ii)
	    (ii)   A patient who tests positive for HBsAg shall be dialyzed on equipment reserved and maintained for the HBsAg-positive patient's use only. 
	
	
	
	

	X0672
	133.41(t)(3)(C)(iii)
	    (iii)   When a caregiver is assigned to both HBsAg-negative and HBsAg-positive patients, the HBsAg-negative patients assigned to this grouping must be Hepatitis B antibody positive. Hepatitis B antibody positive patients are to be seated at the treatment stations nearest the isolation station and be assigned to the same staff member who is caring for the HBsAg-positive patient. 
	
	
	
	

	X0673
	133.41(t)(3)(C)(iv)
	    (iv) If an HBsAg-positive patient is discharged, the equipment which had been reserved for that patient shall be given intermediate level disinfection prior to use for a patient testing negative for HBsAg.
	
	
	
	

	X0674
	133.41(t)(3)(C)(v)
	    (v)   In the case of patients new to dialysis, if these patients are admitted for treatment before results of HBsAg or anti-HBs testing are known, these patients shall undergo treatment as if the HBsAg test results were potentially positive, except that they shall not be treated in the HBsAg isolation room, area, or machine. 
	
	
	
	

	X0675
	133.41(t)(3)(C)(v)(I)
	          (I)   The facility shall treat potentially HBsAg-positive patients in a location in the treatment area which is outside of traffic patterns until the HBsAg test results are known. 
	
	
	
	

	X0676
	133.41(t)(3)(C)(v)(II)
	           (II)   The dialysis machine used by this patient shall be given intermediate level disinfection prior to its use by another patient. 
	
	
	
	

	X0677
	133.41(t)(3)(C)(v)(III)
	           (III)   The facility shall obtain HBsAg status results of the patient no later than three days from admission. 
	
	
	
	

	X0678
	133.41(u)
RESPIRATORY 

CARE SERVICES.
	The hospital shall meet the needs of the patients in accordance with acceptable standards of practice. 
	
	
	
	

	X0679
	133.41(u)(1)
	Policies and procedures shall be adopted, implemented, and enforced which describe the provision of respiratory care services in the hospital. 
	
	
	
	

	X0680
	133.41(u)(2)
	The organization of the respiratory care services shall be appropriate to the scope and complexity of the services offered. 
	
	
	
	

	X0681
	133.41(u)(3)
	There shall be a medical director or clinical director of respiratory care services who is a physician with the knowledge, experience, and capabilities to supervise and administer the services properly. The medical director or clinical director may serve on either a full-time or part-time basis. 
	
	
	
	

	X0682
	133.41(u)(4)
	There shall be adequate numbers of respiratory therapists, respiratory therapy technicians, and other personnel who meet the qualifications specified by the medical staff, consistent with the state law. 
	
	
	
	

	X0683
	133.41(u)(5)
	Personnel qualified to perform specific procedures and the amount of supervision required for personnel to carry out specific procedures shall be designated in writing. 
	
	
	
	

	X0684
	133.41(u)(6)
	If blood gases or other clinical laboratory tests are performed by the respiratory care services staff, the respiratory care staff shall comply with CLIA 1988 in accordance with the requirements specified in 42 CFR, Part 493. 
	
	
	
	

	X0685
	133.41(u)(7)
	Services shall be provided only on, and in accordance with, the orders of a physician.
	
	
	
	

	X0686
	133.41(v)(1)
STERILIZATION AND STERILE SUPPLIES.
	The sterilization of all supplies and equipment shall be under the supervision of a person qualified by education, training and experience. 
	
	
	
	

	X0687
	33.41(v)(1)
	Staff responsible for the sterilization of supplies and equipment shall participate in a documented continuing education program; new employees shall receive initial orientation and on-the-job training.
	
	
	
	

	X0688
	133.41(v)(2)(A)
	 (A)    Sterilization. 

Every hospital shall provide equipment adequate for sterilization of supplies and equipment as needed. Equipment shall be maintained and operated to perform, with accuracy, the sterilization of the various materials required. 
	
	
	
	

	X0689
	133.41(v)(2)(B)
	 (B)    Written policy. 

Written policies and procedures for the decontamination and sterilization activities performed shall be adopted, implemented and enforced. Policies shall include the receiving, cleaning, decontaminating, disinfecting, preparing and sterilization of reusable items, as well as those for the assembly, wrapping, storage, distribution and quality control of sterile items and equipment. 
	
	
	
	

	X0690
	133.41(v)(2)(B)
	These written policies shall be reviewed at least every other year and approved by the infection control practitioner or committee.
	
	
	
	

	X0691
	133.41(v)(2)(C)
	 (C)    Separation. 

Where cleaning, preparation, and sterilization functions are performed in the same room or unit, the physical facilities, equipment, and the policies and procedures for their use, shall be such as to effectively separate soiled or contaminated supplies and equipment from the clean or sterilized supplies and equipment. 
	
	
	
	

	X0692
	133.41(v)(2)(C)
	Hand washing facilities shall be provided and a separate sink shall be provided for safe disposal of liquid waste. 
	
	
	
	

	X0693
	133.41(v)(2)(D)
	 (D)  Labeling. 

All containers for solutions, drugs, flammable solvents, ether, alcohol, and medicated supplies shall be clearly labeled to indicate contents. Those which are sterilized by the hospital shall be labeled so as to be identifiable both before and after sterilization. 
	
	
	
	

	X0694
	133.41(v)(2)(D)
	Sterilized items shall have a load control identification that indicates the sterilizer used, the cycle or load number, and the date of sterilization. 
	
	
	
	

	X0695
	133.41(v)(2)(E)(i)
	 (E)  Preparation for sterilization. 

     (i) All items to be sterilized shall be prepared to reduce the bioburden. All items shall be thoroughly cleaned, decontaminated and prepared in a clean, controlled environment. 
	
	
	
	

	X0696
	133.41(v)(2)(E)(ii)
	    (ii)   All articles to be sterilized shall be arranged so all surfaces will be directly exposed to the sterilizing agent for the prescribed time and temperature. 
	
	
	
	

	X0697
	133.41(v)(2)(F)
	 (F)  Packaging. 

All wrapped articles to be sterilized shall be packaged in materials recommended for the specific type of sterilizer and material to be sterilized. 
	
	
	
	

	X0698
	133.41(v)(2)(G)(i)
	 (G)  External chemical indicators. 

     (i) External chemical indicators, also known as sterilization process indicators, shall be used on each package to be sterilized, including items being flash sterilized to indicate that items have been exposed to the sterilization process. 
	
	
	
	

	X0699
	133.41(v)(2)(G)(ii)
	    (ii) The indicator results shall be interpreted according to manufacturer's written instructions and indicator reaction specifications. 
	
	
	
	

	X0700
	133.41(v)(2)(G)(iii)
	    (iii) A log shall be maintained with the load identification, indicator results, and identification of the contents of the load. 
	
	
	
	

	X0701

	133.41(v)(2)(H)
	 (H)  Biological indicators. 

Biological indicators are commercially-available microorganisms (e.g., United States Food and Drug Administration (FDA) approved strips or vials of Bacillus species endospores) which can be used to verify the performance of waste treatment equipment and processes (or sterilization equipment and processes). 
	
	
	
	

	X0702
	133.41(v)(2)(H)(i)
	    (i) The efficacy of the sterilizing process shall be monitored with reliable biological indicators appropriate for the type of sterilizer used .
	
	
	
	

	X0703
	133.41(v)(2)(H)(ii)
	    (ii) Biological indicators shall be included in at least one run each week of use for steam sterilizers, at least one run each day of use for low-temperature hydrogen peroxide gas sterilizers, and every load for ethylene oxide (EO) sterilizers. 
	
	
	
	

	X0704
	133.41(v)(2)(H)(iii)
	    (iii) Biological indicators shall be included in every load that contains implantable objects. 
	
	
	
	

	X0705
	33.41(v)(2)(H)(iv)
	    (iv) A log shall be maintained with the load identification, biological indicator results, and identification of the contents of the load. 
	
	
	
	

	X0706
	133.41(v)(2)(H)(v)
	    (v) If a test is positive, the sterilizer shall immediately be taken out of service. 
	
	
	
	

	X0707
	133.41(v)(2)(H)(v)(I)
	          (I) Implantable items shall be recalled and reprocessed if a biological indicator test (spore test) is positive.
	
	
	
	

	X0708
	133.41(v)(2)(H)(v)(II)
	         (II) All available items shall be recalled and reprocessed if a sterilizer malfunction is found and a list of those items not retrieved in the recall shall be submitted to infection control. 
	
	
	
	

	X0709
	133.41(v)(2)(H)(v)(III)
	           (III) A malfunctioning sterilizer shall not be put back into use until it has been serviced and successfully tested according to the manufacturer's recommendations. 
	
	
	
	

	X0710
	133.41(v)(2)(I)(i)
	 (I)  Sterilizers. 

      (i) Steam sterilizers (saturated steam under pressure) shall be utilized for sterilization of heat and moisture stable items. Steam sterilizers shall be used according to manufacturer's written instructions. 
	
	
	
	

	X0711
	133.41(v)(2)(I)(ii)
	    (ii) EO sterilizers shall be used for processing heat and moisture sensitive items. EO sterilizers and aerators shall be used and vented according to the manufacturer's written instructions. 
	
	
	
	

	X0712
	133.41(v)(2)(I)(iii)
	    (iii) Flash sterilizers shall be used for emergency sterilization of clean, unwrapped instruments and porous items only. 
	
	
	
	

	X0713
	133.41(v)(2)(J)(i)
	 (J)  Disinfection. 

     (i)   Written policies, approved by the infection control committee, shall be adopted, implemented and enforced for the use of chemical disinfectants. 
	
	
	
	

	X0714
	133.41(v)(2)(J)(ii)
	    (ii)  The manufacturer's written instructions for the use of disinfectants shall be followed. 
	
	
	
	

	X0715
	133.41(v)(2)(J)(iii)
	    (iii)   An expiration date, determined according to manufacturer's written recommendations, shall be marked on the container of disinfection solution currently in use. 
	
	
	
	

	X0716
	133.41(v)(2)(J)(iv)
	    (iv) Disinfectant solutions shall be kept covered and used in well-ventilated areas. 
	
	
	
	

	X0717
	133.41(v)(2)(J)(v)
	    (v)   Chemical germicides that are registered with the United States Environmental Protection Agency as "sterilants" may be used either for sterilization or high-level disinfection. 
	
	
	
	

	X0718
	133.41(v)(2)(J)(vi)
	    (vi)   All staff personnel using chemical disinfectants shall have received training on their use. 
	
	
	
	

	X0719
	133.41(v)(2)(K)(i)
	 (K)  Performance records. 

     (i) Performance records for all sterilizers shall be maintained for each cycle. These records shall be retained and available for review for a minimum of five years. 
	
	
	
	

	X0720
	133.41(v)(2)(K)(ii)
	    (ii) Each sterilizer shall be monitored continuously during operation for pressure, temperature, and time at desired temperature and pressure. A record shall be maintained and shall include: 
	
	
	
	

	X0721

	133.41(v)(2)(K)(ii)(I)
	            (I)   A record shall be maintained and shall include the sterilizer identification; 
	
	
	
	

	X0722
	133.41(v)(2)(K)(ii)(II)
	            (II)  A record shall be maintained and shall include sterilization date; 
	
	
	
	

	X0723
	133.41(v)(2)(K)(ii)(III)
	            (III)  A record shall be maintained and shall include cycle number; 
	
	
	
	

	X0724
	133.41(v)(2)(K)(ii)(IV)
	            (IV)  A record shall be maintained and shall include contents of each load; 
	
	
	
	

	X0725

	133.41(v)(2)(K)(ii)(V)
	            (V)   A record shall be maintained and shall include duration and temperature of exposure phase (if not provided on sterilizer recording charts); 
	
	
	
	

	X0726
	133.41(v)(2)(K)(ii)(VI)
	          (VI)   A record shall be maintained and shall include identification of operator(s); 
	
	
	
	

	X0727
	133.41(v)(2)(K)(ii)(VII)
	          (VII)  A record shall be maintained and shall include results of biological tests and dates performed; 
	
	
	
	

	X0728
	133.41(v)(2)(K)(ii)(VIII)
	          (VIII)  A record shall be maintained and shall include time-temperature recording charts from each sterilizer;
	
	
	
	

	X0729

	133.41(v)(2)(K)(ii)(IX)
	          (IX)  A record shall be maintained and shall include gas concentration and relative humidity (if applicable); and 
	
	
	
	

	X0730
	133.41(v)(2)(K)(ii)(X)
	           (X)  A record shall be maintained and shall include any other test results. 
	
	
	
	

	X0731
	133.41(v)(2)(L)(i)
	 (L)  Storage of sterilized items. 

      (i) Sterilized items shall be transported so as to maintain cleanliness and sterility and to prevent physical damage. 
	
	
	
	

	X0732
	133.41(v)(2)(L)(ii)
	    (ii) Sterilized items shall be stored in well-ventilated, limited access areas with controlled temperature and humidity. 
	
	
	
	

	X0733
	133.41(v)(2)(L)(iii)
	    (iii) The hospital shall adopt, implement and enforce a policy which describes the mechanism used to determine the shelf life of sterilized packages. 
	
	
	
	

	X0734
	133.41(v)(2)(M)
	Preventive maintenance of all sterilizers shall be performed according to individual adopted, implemented and enforced policy on a scheduled basis by qualified personnel, using the sterilizer manufacturer's service manual as a reference. 
	
	
	
	

	X0735
	133.41(v)(2)(M)
	A preventive maintenance record shall be maintained for each sterilizer. These records shall be retained at least two years and shall be available for review.
	
	
	
	

	X0736
	133.41(w)

SURGICAL
SERVICES.


	If a hospital provides surgical services, the services shall be well-organized and provided in accordance with acceptable standards of practice. 
	
	
	
	

	X0737
	133.41(w)
	If outpatient surgical services are offered, the services shall be consistent in quality with inpatient care in accordance with the complexity of services offered.
	
	
	
	

	X0738
	133.41(w)
	A special hospital may not offer surgical services. 
	
	
	
	

	X0739
	133.41(w)(1)
	The organization of the surgical services shall be appropriate for the scope of the services offered. 
	
	
	
	

	X0740
	133.41(w)(1)(A)
	 (A) The operating rooms shall be supervised by an experienced RN or physician. 
	
	
	
	

	X0741

	133.41(w)(1)(B)
	 (B) Licensed vocational nurses (LVNs) and surgical technologists (operating room technicians) may serve as scrub nurses or technologists under the supervision of an RN. 


	
	
	
	

	X0742
	133.41(w)(1)(C)
	 (C) Circulating duties in the operating room must be performed by qualified RNs. 
	
	
	
	

	X0743
	133.41(w)(1)(C)
	In accordance with approved medical staff polices and procedures, LVNs and surgical technologists may assist in circulatory duties under the direct supervision of a qualified RN circulator. 
	
	
	
	

	X0744
	133.41(w)(1)(D)
	 (D) Surgical privileges shall be delineated for all physicians, podiatrists, and dentists performing surgery in accordance with the competencies of each. The surgical services shall maintain a roster specifying the surgical privileges of each. 
	
	
	
	

	X0745
	133.41(w)(2)
	Surgical services shall be consistent with needs and resources. 
	
	
	
	

	X0746
	133.41(w)(2)
	Written policies governing surgical care which are designed to ensure the achievement and maintenance of high standards of medical practice and patient care shall be adopted, implemented and enforced. 
	
	
	
	

	X0747
	133.41(w)(2)(A)
	 (A) There shall be a complete medical history and physical examination, as required under subsection (k)(3)(F) of this section, in the medical record of every patient prior to surgery, except in emergencies. If this has been dictated, but not yet recorded in the patient's medical record, there shall be a statement to that effect and an admission note in the record by the individual who admitted the patient. 
	
	
	
	

	X0748
	133.41(w)(2)(B)
	 (B) A properly executed informed consent form for the operation shall be in the patient's medical record before surgery, except in emergencies. 
	
	
	
	

	X0749
	133.41(w)(2)(C)(i)
	 (C)   The following equipment shall be available in the operating room suites: 

    (i) communication system; 
	
	
	
	

	X0750
	133.41(w)(2)(C)(ii)
	    (ii) cardiac monitor; 
	
	
	
	

	X0751
	133.41(w)(2)(C)(iii)
	    (iii) resuscitator; 
	
	
	
	

	X0752
	133.41(w)(2)(C)(iv)
	    (iv) defibrillator; 
	
	
	
	

	X0753
	133.41(w)(2)(C)(v)
	    (v) aspirator; and 
	
	
	
	

	X0754
	133.41(w)(2)(C)(vi)
	    (vi)  tracheotomy set. 
	
	
	
	

	X0755
	133.41(w)(2)(D)
	 (D) There shall be adequate provisions for immediate postoperative care. 
	
	
	
	

	X0756
	133.41(w)(2)(E)
	 (E) The operating room register shall be complete and up-to-date. The register shall contain, but not be limited to, the following: 
	
	
	
	

	X0757
	133.41(w)(2)(E)(i)
	    (i) patient's name and hospital identification number;.
	
	
	
	

	X0758
	133.41(w)(2)(E)(ii)
	    (ii) date of operation; 
	
	
	
	

	X0759
	133.41(w)(2)(E)(iii)
	    (iii) operation performed; 
	
	
	
	

	X0760
	133.41(w)(2)(E)(iv)
	    (iv) operating surgeon and assistant(s); 
	
	
	
	

	X0761
	133.41(w)(2)(E)(v)
	    (v) type of anesthesia used and name of person administering it; 
	
	
	
	

	X0762
	133.41(w)(2)(E)(vi)
	    (vi) time operation began and ended; 
	
	
	
	

	X0763
	133.41(w)(2)(E)(vii)
	    (vii) time anesthesia began and ended; 
	
	
	
	

	X0764
	133.41(w)(2)(E)(viii)
	    (viii) disposition of specimens; 
	
	
	
	

	X0765
	133.41(w)(2)(E)(ix)
	    (ix) names of scrub and circulating personnel; 
	
	
	
	

	X0766
	133.41(w)(2)(E)(x)
	    (x) unusual occurrences; and 
	
	
	
	

	X0767
	133.41(w)(2)(E)(xi)
	    (xi) disposition of the patient.
	
	
	
	

	X0768
	133.41(w)(2)(F)
	 (F)   An operative report describing techniques, findings, and tissue removed or altered shall be written or dictated immediately following surgery and signed by the surgeon
	
	
	
	

	X0769
	133.41(x)
THERAPY 

SERVICES.


	If the hospital provides physical therapy, occupational therapy, audiology, or speech pathology services, the services shall be organized and staffed to ensure the health and safety of patients. 

	
	
	
	

	X0770
	133.41(x)(1)
	 The organization of the services shall be appropriate to the scope of the services offered. 
	
	
	
	

	X0771

	133.41(x)(1)(A)
	 (A) The director of the services shall have the necessary knowledge, experience, and capabilities to properly supervise and administer the services.
	
	
	
	

	X0772
	133.41(x)(1)(B)
	 (B) Physical therapy, occupational therapy, speech therapy, or audiology services, if provided, shall be provided by staff who meet the qualifications specified by the medical staff, consistent with state law. 
	
	
	
	

	X0773
	133.41(x)(2)
	Services shall be furnished in accordance with a written plan of treatment. Services to be provided shall be consistent with applicable state laws and regulations, and in accordance with orders of the physician, podiatrist, dentist or other licensed practitioner who is authorized by the medical staff to order the services. 
	
	
	
	

	X0774
	133.41(x)(2)
	Therapy orders shall be incorporated in the patient's medical record.
	
	
	
	

	X0775
	133.41(y)(1)(A)
WASTE
AND 

WASTE
 DISPOSAL.


	 (A)  The hospital shall comply with the requirements set forth by the department in §§1.131 - 1.137 of this title (relating to Definition, Treatment, and Disposition of Special Waste from Health Care-Related Facilities) and the TCEQ requirements in 30 TAC §330.1207 (relating to Generators of Medical Waste). 
	
	
	
	

	X0776
	133.41(y)(1)(B)
	 (B)    All sewage and liquid wastes shall be disposed of in a municipal sewerage system or a septic tank system permitted by the TCEQ (Texas Commission on Environmental Quality) in accordance with 30 TAC Chapter 285 (relating to On-Site Sewage Facilities). 
	
	
	
	

	X0777
	133.41(y)(2)(A)
	 (A)    Waste receptacles shall be conveniently available in all toilet rooms, patient areas, staff work areas, and waiting rooms. 
	
	
	
	

	X0778
	133.41(y)(2)(A)
	Receptacles shall be routinely emptied of their contents at a central location(s) into closed containers.
	
	
	
	

	X0779
	133.41(y)(2)(B)
	 (B)  Waste receptacles shall be properly cleaned with soap and hot water, followed by treatment of inside surfaces of the receptacles with a germicidal agent. 
	
	
	
	

	X0780
	133.41(y)(2)(C)
	 (C)  All containers for other municipal solid waste shall be leak-resistant, have tight-fitting covers, and be rodent-proof. 
	
	
	
	

	X0781
	133.41(y)(2)(D)
	 (D)  Nonreusable containers shall be of suitable strength to minimize animal scavenging or rupture during collection operations.
	
	
	
	

	X0793
	133.42(a)
PATIENT 
RIGHTS.
	Patient rights requirements for all hospitals. 
	
	
	
	

	X0794
	133.42(a)(1)
	A hospital shall adopt, implement, and enforce a policy to ensure patients' rights.  
	
	
	
	

	X0795
	133.42(a)(1)(A)
	The written policy shall include: 

 (A) the right of the patient to the hospital's reasonable response to his or her requests and needs for treatment or service, within the hospital's capacity, its stated mission, and applicable law and regulation; 
	
	
	
	

	X0796
	133.42(a)(1)(B)
	 (B) the right of the patient to considerate and respectful care: 
	
	
	
	

	X0797
	133.42(a)(1)(B)(i)
	     (i) the care of the patient includes consideration of the psychosocial, spiritual, and cultural variables that influence the perceptions of illness; 
	
	
	
	

	X0798
	133.42(a)(1)(B)(ii)
	     (ii) the care of the dying patient optimizes the comfort and dignity of the patient through:
	
	
	
	

	X0799
	133.42(a)(1)(B)(ii)(I)
	             (I) treating primary and secondary symptoms that respond to treatment as desired by the patient or surrogate decision maker;
	
	
	
	

	X0800
	133.42(a)(1)(B)(ii)(II)
	           (II) effectively managing pain; and 
	
	
	
	

	X0801
	133.42(a)(1)(B)(ii)(III)
	           (III) acknowledging the psychosocial and spiritual concerns of the patient and the family regarding dying and the expression of grief by the patient and family; 
	
	
	
	

	X0802
	133.42(a)(1)(C)
	 (C)  the right of the patient, in collaboration with his or her physician, to make decisions involving his or her health care, to include the following: 
	
	
	
	

	X0803
	133.42(a)(1)(C)(i)
	    (i) the right of the patient to accept medical care or to refuse treatment to the extent permitted by law and to be informed of the medical consequences of such refusal; and 
	
	
	
	

	X0804
	133.42(a)(1)(C)(ii)
	    (ii) the right of the patient to formulate advance directives and to appoint a surrogate to make health care decisions on his or her behalf to the extent permitted by law. Advance directives are written instructions recognized under state law relating to the provision of health care when individuals are unable to communicate their wishes regarding medical treatment. 
	
	
	
	

	X0805
	133.42(a)(1)(C)(ii)
	The advance directive may be a written document authorizing an agent or surrogate to make decisions on an individual's behalf (a medical power of attorney for health care), a written or verbal statement (a living will), or some other form of instruction recognized under state law specifically addressing the provisions of health care; 
	
	
	
	

	X0806
	133.42(a)(1)(C)(ii)(I)
	          (I) a hospital shall have in place a mechanism to ascertain the existence of, and, as appropriate, assist in the development of advance directives at the time of the patient's admission; 
	
	
	
	

	X0807
	133.42(a)(1)(C)(ii)(II)
	          (II) the provision of care shall not be conditioned on the existence of an advance directive; and 
	
	
	
	

	X0808
	133.42(a)(1)(C)(ii)(III)
	          (III) an advance directive(s) shall be in the patient's medical record and shall be reviewed periodically with the patient or surrogate decision maker if the patient has executed an advance directive; 
	
	
	
	

	X0809
	133.42(a)(1)(D)
	 (D)   the right of the patient to the information necessary to enable him or her to make treatment decisions that reflect his or her wishes; a policy on informed decision making shall be adopted, implemented and enforced by the medical staff and governing body and shall be consistent with any legal requirements; 
	
	
	
	

	X0810
	133.42(a)(1)(E)
	 (E)   the right of the patient to receive, at the time of admission, information about the hospital's patient rights policy(ies) and the mechanism for the initiation, review, and when possible, resolution of patient complaints concerning the quality of care; 
	
	
	
	

	X0811
	133.42(a)(1)(F)
	 (F)   the right of the patient or the patient's designated representative to participate in the consideration of ethical issues that arise in the care of the patient. 
	
	
	
	

	X0812
	133.42(a)(1)(F)
	The hospital shall have a mechanism for the consideration of ethical issues arising in the care of patients and to provide education to care givers and patients on ethical issues in health care; 
	
	
	
	

	X0813
	133.42(a)(1)(G)
	 (G)   the right of the patient to be informed of any human experimentation or other research or educational projects affecting his or her care or treatment;
	
	
	
	

	X0814
	133.42(a)(1)(H)
	 (H)   the right of the patient, within the limits of law, to personal privacy and confidentiality of information; 
	
	
	
	

	X0815
	133.42(a)(1)(I)
	 (I)   the right of the patient or the patient's legally designated representative access to the information contained in the patient's medical record, within the limits of the law; and 
	
	
	
	

	X0816
	133.42(a)(1)(J)(i)
	 (J) the right of the patient's guardian, next of kin, or legally authorized responsible person to exercise, to the extent permitted by law, the rights delineated on behalf of the patient if the patient: 

      (i)   has been adjudicated incompetent in accordance with the law; 
	
	
	
	

	X0817
	133.42(a)(1)(J)(ii)
	      (ii)   is found by his or her physician to be medically incapable of understanding the proposed treatment or procedure; 
	
	
	
	

	X0818
	133.42(a)(1)(J)(iii)
	      (iii)   is unable to communicate his or her wishes regarding treatment; or
	
	
	
	

	X0819
	133.42(a)(1)(J)(iv)
	      (iv)   is a minor. 
	
	
	
	

	X0820
	133.42(a)(2)
	The hospital patient's bill of rights shall be prominently and conspicuously posted for display in a public area of the facility that is readily available to patients, residents, employees, and visitors. 
	
	
	
	

	X0821
	133.42(b)
	Additional patient bill of rights requirements for hospitals providing comprehensive medical rehabilitation services. A hospital that provides comprehensive medical rehabilitation services shall comply with subsection (a) of this section and with the following additional provisions applicable to patients who receive such services. 
	
	
	
	

	X0822
	133.42(b)(1)(A)
	The patient's bill of rights shall address the rights of minors and provide that a minor is entitled to: 

 (A) appropriate treatment in the least restrictive setting available; 
	
	
	
	

	X0823
	133.42(b)(1)(B)
	 (B)   not receive unnecessary or excessive medication; 
	
	
	
	

	X0824
	133.42(b)(1)(C)
	 (C) an individualized treatment plan and to participate in the development of the plan; 

	
	
	
	

	X0825
	133.42(b)(1)(D)
	 (D)   a humane treatment environment that provides reasonable protection from harm and appropriate privacy for personal needs; 
	
	
	
	

	X0826
	133.42(b)(1)(E)
	 (E)   separation from adult patients; and 
	
	
	
	

	X0827
	133.42(b)(1)(F)
	 (F)   Regular communication between the minor patient and the patient's family. 
	
	
	
	

	X0828

	133.42(b)(2)
	Prior to admission or acceptance for evaluation, a written copy of the patient's bill of rights in the patient's primary language, if possible, shall be given to each patient, and, as appropriate, to the patient's parent, managing conservator, or guardian. 
	
	
	
	

	X0829
	133.42(b)(3)(A)
	 (A)   orally, in simple, nontechnical terms in the person's primary language, if possible; or 
	
	
	
	

	X0830
	133.42(b)(3)(B)
	 (B)   other reasonable means calculated to communicate with a person who has an impairment of vision or hearing, if applicable.
	
	
	
	

	X0831
	133.42(b)(4)
	If the patient cannot comprehend the information because of illness, age, or other factors, or an emergency exists that precludes immediate presentation of the information, or the patient refused to sign the written copy of the patient's bill of rights as provided for in paragraph (5) of this subsection, the presentation of the document shall be witnessed by two members of the hospital staff, and the unsigned patient's bill of rights shall be placed in the clinical record along with a note signed by the witnesses indicating the reasons for their signatures. 
	
	
	
	

	X0832
	133.42(b)(5)
	The hospital shall obtain a signed copy of the patient's bill of rights from each patient, or, if appropriate, from the patient's parent, managing conservator, or guardian. 
	
	
	
	

	X0833
	133.42(b)(5)
	The signed copy shall include a statement that the patient, patient's parent, managing conservator, or guardian has read the document and understands the rights specified in the document. 
	
	
	
	

	X0834
	133.42(b)(5)
	The signed copy shall be made a part of the patient's medical record. 
	
	
	
	

	X0835
	133.42(c)
	Additional patient bill of rights requirements for hospitals providing chemical dependency services. A hospital that provides chemical dependency services shall comply with subsection (a) of this section and with §448.701 of this title (relating to Client Bill of Rights) applicable to patients who receive such services. 
	
	
	
	

	X0836
	133.42(d)
	Additional patient bill of rights requirements for hospitals providing mental health services. A hospital that provides mental health services shall comply with subsection (a) of this section and Chapter 404, Subchapter E of this title (relating to Rights of Persons Receiving Mental Health Services) applicable to patients who receive such services. 
	
	
	
	

	X0837
	133.42(e)
	Posting requirements for patient bill of rights for hospitals providing comprehensive medical rehabilitation services, chemical dependency services, or mental health services. The hospital shall prominently and conspicuously post for display a copy of the patient's bill of rights in a public area of the hospital that is readily visible to patients, residents, employees, and visitors. 
	
	
	
	

	X0838
	133.42(e)
	The patient bill of rights posted for display shall be in English and in a second language appropriate to the demographic makeup of the community served.
	
	
	
	

	X0850

	133.43(a)
DISCRIMINATION 
OR RETALIATION STANDARDS

	Posting requirements for reporting a violation of law.

(a)   Posting requirements for reporting a violation of law. In accordance with Health and Safety Code (HSC), §161.134(j) and §161.135(h), each hospital shall prominently and conspicuously post for display in a public area of the hospital that is readily visible to patients, residents, employees, and visitors a statement that nonemployees, employees and staff are protected from discrimination or retaliation for reporting a violation of law. 
	
	
	
	

	X0851
	133.43(a)
	The statement shall be in English and in a second language appropriate to the demographic makeup of the community served. 
	
	
	
	

	X0852
	133.43(b)
	In accordance with HSC, §161.134(a), and §133.41(o)(2)(I)(i)(III) of this title (relating to Hospital Functions and Services), a hospital may not suspend or terminate the employment of, discipline, or otherwise discriminate against an employee for reporting in good faith to the employee's supervisor, an administrator of the hospital, a state or federal regulatory agency, a national accrediting organization or a law enforcement agency a violation of law, including a violation of the Act or this chapter. For purposes of this subsection, a report is not made in good faith if there is not a reasonable factual or legal basis for making the report. 
	
	
	
	

	X0853
	133.43(c)
	In accordance with HSC, §161.135(a), a hospital may not retaliate against a person who is not an employee for reporting a violation of law, including a violation Discrimination or retaliation standards

of the Act or this chapter.
	
	
	
	

	X0865
	133.44(b)(1)
HOSPITAL

PATIENT 

TRANSFER
POLICY

	The governing body of each hospital shall adopt, implement, and enforce a policy relating to patient transfers that is consistent with this section and contains each of the requirements in subsection (c) of this section. The policies shall identify hospital staff who have the authority to represent the hospital and the physician with regard to the transfer from or receipt of patients into the hospital. 
	
	
	
	

	X0866
	133.44(b)(2)
.
	The transfer policy shall be adopted by the governing body of the hospital after consultation with the medical staff and shall apply to transfers between hospitals licensed under the Health and Safety Code, Chapters 241 and 577, as well as transfers to hospitals which are exempt from licensing. 
	
	
	
	

	X0867
	133.44(b)(3)
.
	The policy shall govern transfers not covered by a transfer agreement. 
	
	
	
	

	X0868
	133.44(b)(4)
	The movement of a stable patient from a hospital to another hospital is not considered to be a transfer under this section if it is the understanding and intent of both hospitals that the patient is going to the second hospital only for tests, the patient will not remain overnight at the second hospital, and the patient will return to the first hospital. This paragraph applies only when a patient remains stable during transport to and from hospitals and during testing. 
	
	
	
	

	X0869
	133.44(b)(5)
	The hospital's transfer policy shall include a written operational plan to provide for patient transfer transportation services if the hospital does not provide its own patient transfer transportation services. 
	
	
	
	

	X0870
	133.44(b)(6)
	If possible, each governing body, after consultation with the medical staff, shall implement its transfer policy by adopting transfer agreements with other hospitals in accordance with §133.61 of this title (relating to Hospital Patient Transfer Agreements). 
	
	
	
	

	X0871
	133.44(b)(7)
	A public hospital or a hospital district shall accept the transfer of its eligible residents if the public hospital or hospital district has appropriate facilities, services, and staff available for providing care to the patient. 
	
	
	
	

	X0872
	133.44(b)(8)
	The hospital's policy shall recognize and comply with the requirements of the Indigent Health Care and Treatment Act, Health and Safety Code (HSC), §§61.030 - 61.032 and §§61.057 - 61.059 (Mandated Providers) since those requirements may apply to a patient. 
	
	
	
	

	X0873
	133.44(b)(9)
	The hospital's policy shall acknowledge contractual obligations and comply with statutory or regulatory obligations which may exist concerning a patient and a designated provider.
	
	
	
	

	X0874
	133.44(b)(10)(A)
	The hospital's policy shall require that all reasonable steps are taken to secure the written informed consent of a patient, or of a person acting on a patient's behalf, when refusing a transfer or related examination and treatment. Reasonable steps include: 

  (A) a factual explanation of the increased medical risks to the patient reasonably expected from not being transferred, examined, or treated at the transferring hospital; 
	
	
	
	

	X0875
	133.44(b)(10)(B)
	  (B) a factual explanation of any increased risks to the patient from not effecting the transfer; and 
	
	
	
	

	X0876
	133.44(b)(10)(C)
	  (C) a factual explanation of the medical benefits reasonably expected from the provision of appropriate treatment at another hospital. 
	
	
	
	

	X0877
	133.44(b)(10)(D)
	  (D) The informed refusal of a patient, or of a person acting on a patient's behalf, to examination, evaluation or transfer shall be documented and signed if possible by the patient or by a person acting on the patient's behalf, dated and witnessed by the attending physician or hospital employee, and placed in the patient's medical record. 
	
	
	
	

	X0878
	133.44(b)(11)
	The hospital's policy shall recognize the right of an individual to request a transfer into the care of a physician and a hospital of the individual's own choosing. 
	
	
	
	

	X0879
	133.44(b)(12)
	Transfer of patients may occur routinely or as part of a regionalized plan for obtaining optimal care for patients at a more appropriate or specialized facility. 
	
	
	
	

	X0880
	133.44(c)(1)
	Discrimination. 

Except as is specifically provided in subsection (b)(8) and (9) of this section, relating, respectively, to mandated providers and designated providers, the hospital policy shall provide that the transfer of a patient may not be predicated upon arbitrary, capricious, or unreasonable discrimination based upon race, religion, national origin, age, sex, physical condition, economic status, insurance status or ability to pay. 
	
	
	
	

	X0881
	133.44(c)(2)
	The hospital's policy shall recognize the right of an individual to request transfer into the care of a physician and a hospital of his own choosing; however, if a patient requests or consents to transfer for economic reasons and the patient's choice is predicated upon or influenced by representations made by the transferring physician or hospital administration regarding the availability of medical care and hospital services at a reduced cost or no cost to the patient, the physician or hospital administration shall fully disclose to the patient the eligibility requirements established by the patient's chosen physician or hospital
	
	
	
	

	X0882
	133.44(c)(4)(A)
	Patient evaluation. 

The hospital's policy shall provide that each patient who arrives at the hospital is: 

    (A) evaluated by a physician who is present in the hospital at the time the patient presents or is presented or evaluated by a physician on-call who is: 
	
	
	
	

	X0883
	133.44(c)(4)(A)(i)
	       (i)   physically able to reach the patient within 30 minutes after being informed that a patient is present at the hospital who requires immediate medical attention; or 
	
	
	
	

	X0884
	133.44(c)(4)(A)(ii)
	       (ii)  or other qualified medical personnel as established by the governing body at the hospital under orders to assess and report the patient's condition to the physician; and 
	
	
	
	

	X0885
	133.44(c)(4)(B)(i)
	The hospital's policy shall provide that each   patient who arrives at the hospital is:    

  (B)  personally examined and evaluated by the physician before an attempt to transfer is made; however: 

      (i) after receiving a report on the patient's condition from the hospital's registered nurse, physician assistant or other qualified medical personnel as established by the governing body by telephone or radio, if the physician on-call determines that an immediate transfer of the patient is medically appropriate and that the time required to conduct a personal examination and evaluation of a patient will unnecessarily delay the transfer to the detriment of the patient, the physician on-call may order the transfer by telephone or radio; and 
	
	
	
	

	X0886
	133.44(c)(4)(B)(ii)
	    (ii) physician orders for the transfer of a patient which are issued by telephone or radio shall be reduced to writing in the patient's medical record, signed by the registered nurse, physician assistant or other qualified medical personnel as established by the governing body receiving the order, and countersigned by the physician authorizing the transfer as soon as possible. 

.
	
	
	
	

	X0887

	133.44(c)(4)(B)(ii)
	 The patient transfers resulting from physician orders issued by telephone or radio shall be subject to automatic review by the medical staff pursuant to paragraph (8) of this subsection.
	
	
	
	

	X0888
	133.44(c)(5)
	Hospital personnel, written protocols, standing delegation orders, eligibility and payment information. 

The policy of the transferring and receiving hospital shall provide that licensed nurses and other qualified personnel are available and on duty to assist with patient transfers and to provide accurate information regarding eligibility and payment practices. 
	
	
	
	

	X0889
	133.44(c)(5)
	The policy shall provide that written protocols or standing delegation orders are in place to guide hospital personnel when a patient requires transfer to another hospital.
	
	
	
	

	X0890
	133.44(c)(6)(A)
	Special requirements related to the transfer of patients who have emergency medical conditions. 

 (A)  If a patient at a hospital has an emergency medical condition which has not been stabilized or when stabilization of the patient's vital signs is not possible because the hospital or emergency treatment area does not have the appropriate equipment or personnel to correct the underlying process (e.g. children's hospitals, thoracic surgeon on staff, or cardiopulmonary bypass capability), evaluation and treatment shall be performed and transfer shall be carried out as quickly as possible. 
	
	
	
	

	X0891
	133.44(c)(6)(B)(i)
	  (B)  The hospital's policy shall provide that the hospital may not transfer a patient with an emergency medical condition which has not been stabilized unless: 

      (i) the individual (or a legally responsible person acting on the individual's behalf), after being informed of the hospital's obligations under this section and of the risk of transfer, requests the transfer, in writing and indicates the reasons for the request, as well as that he or she is aware of the risks and benefits of the transfer; 
	
	
	
	

	X0892
	133.44(c)(6)(B)(ii)
	      (ii) a physician has signed a certification, which includes a summary of the risks and benefits, that, based on the information available at the time of transfer, the medical benefits reasonably expected from the provision of appropriate medical treatment at another hospital outweigh the increased risks to the patient and, in the case of labor, to the unborn child from effecting the transfer; or 
	
	
	
	

	X0893
	133.44(c)(6)(B)(iii)
	      (iii) if the physician who made the determination to transfer a patient with an emergency condition is not physically present in the emergency treatment area at the time of transfer, a qualified medical person may sign a certification described in clause (ii) of this subparagraph after consultation with the physician. The physician shall countersign the physician certification within a reasonable period of time. 
	
	
	
	

	X0894
	133.44(c)(6)(C)
	  (C)  Except as is specifically provided in subsection (b)(8) and (9) of this section, the hospital's policy shall provide that the transfer of patients who have emergency medical conditions, as determined by a physician, shall be undertaken for medical reasons only. 
	
	
	
	

	X0895
	133.44(c)(6)(C)
	The hospital must provide medical treatment within its capacity that minimizes the risks to the individual's health and, in the case of a woman in labor, the health of the unborn child.

	
	
	
	

	X0896
	133.44(c)(6)(D)
	 (D) A hospital that has specialized capabilities or facilities (including, but not limited to such facilities as burn units, shock-trauma units, neonatal intensive care units, or, with respect to rural areas, regional referral centers) may not refuse to accept from a referring hospital an appropriate transfer of an individual who requires such specialized capabilities or facilities if the receiving hospital has the capacity to treat the individual. 
	
	
	
	

	X0897
	133.44(c)(6)(D)
	Except as expressly permitted in clauses (i) and (ii) of this subparagraph, a hospital's policy shall provide for the receipt of patients who have an emergency medical condition from other hospitals so that upon notification from a transferring physician or a transferring hospital prior to transfer, the receiving hospital shall respond to the transferring hospital and transferring physician with the status of the transfer request within 30 minutes and either accept or refuse the transfer. The time period begins to run at the time a member of the staff of the receiving hospital receives the call initiating the request to transfer
	
	
	
	

	X0898
	133.44(c)(6)(D)(i)
	      (i) The receiving hospital's policy may permit response to the transferring hospital and transferring physician within a period of time in excess of 30 minutes but no longer than one hour if there are extenuating circumstances for the delay. If the transfer is accepted, the reason for the delay shall be documented on the memorandum of transfer. 
	
	
	
	

	X0899
	133.44(c)(6)(D)(ii)
	    (ii) The response time may be extended before the expiration of the initial 30 minutes period by agreement among the transferring hospital and transferring physician and the receiving hospital and receiving physician. If the transfer is accepted, the agreed extension shall be documented in the memorandum of transfer. 
	
	
	
	

	X0900
	133.44(c)(7)(A)
	Physician's duties and standard of care. 
 (A) The policy shall provide that the transferring physician shall determine and order life support measures which are medically appropriate to stabilize the patient prior to transfer and to sustain the patient during transfer.
	
	
	
	

	X0901
	133.44(c)(7)(B)
	 (B)  The policy shall provide that the transferring physician shall determine and order the utilization of appropriate personnel and equipment for the transfer. 
	
	
	
	

	X0902
	133.44(c)(7)(C)
	 (C)  The policy shall provide that in determining the use of medically appropriate life support measures, personnel, and equipment, the transferring physician shall exercise that degree of care which a reasonable and prudent physician exercising ordinary care in the same or similar locality would use for the transfer.
	
	
	
	

	X0903
	133.44(c)(7)(D)
	 (D)  The policy shall provide that except as allowed under paragraph (4)(B) of this subsection, prior to each patient transfer, the physician who authorizes the transfer shall personally examine and evaluate the patient to determine the patient's medical needs and to ensure that the proper transfer procedures are used. 
	
	
	
	

	X0904
	133.44(c)(7)(E)
	 (E)  The policy shall provide that prior to transfer, the transferring physician shall ensure that a receiving hospital and physician that are appropriate to the medical needs of the patient have accepted responsibility for the patient's medical treatment and hospital care. 
	
	
	
	

	X0905
	133.44(c)(8)
	Record review for standard of care. 

The hospital's policy shall provide that the hospital's medical staff review appropriate records of patients transferred from the hospital to determine that the appropriate standard of care has been met. 
	
	
	
	

	X0906
	133.44(c)(9)(A)
	Medical record. 

 (A)  The hospital's policy shall provide that a copy of those portions of the patient's medical record which are available and relevant to the transfer and to the continuing care of the patient be forwarded to the receiving physician and receiving hospital with the patient. 
	
	
	
	

	X0907
	133.44(c)(9)(A)
	If all necessary medical records for the continued care of the patient are not available at the time the patient is transferred, the records shall be forwarded to the receiving physician and hospital as soon as possible.
	
	
	
	

	X0908
	133.44(c)(9)(B)(i)
	 (B)  The medical record shall contain at a minimum: 

     (i) a brief description of the patient's medical history and physical examination; 
	
	
	
	

	X0909
	133.44(c)(9)(B)(ii)
	     (ii) a working diagnosis and recorded observations of physical assessment of the patient's condition at the time of transfer; 
	
	
	
	

	X0910
	133.44(c)(9)(B)(iii)
	     (iii) the reason for the transfer; 
	
	
	
	

	X0911
	133.44(c)(9)(B)(iv)
	     (iv) the results of all diagnostic tests, such as laboratory tests; 
	
	
	
	

	X0912
	133.44(c)(9)(B)(v)
	     (v) pertinent X-ray films and reports; and 
	
	
	
	

	X0913
	133.44(c)(9)(B)(vi)
	     (vi) any other pertinent information. 
	
	
	
	

	X0914
	133.44(c)(10)(A)
	Memorandum of transfer. 

 (A) The hospital's policy shall provide that a memorandum of transfer be completed for every patient who is transferred. 
	
	
	
	

	X0915
	133.44(c)(10)(B)(i)
	 (B) The memorandum shall contain the following information: 

     (i) the patient's full name, if known; 
	
	
	
	

	X0916
	133.44(c)(10)(B)(ii)
	    (ii) the patient's race, religion, national origin, age, sex, physical handicap, if known; 
	
	
	
	

	X0917
	133.44(c)(10)(B)(iii)
	    (iii) the patient's address and next of kin, address, and phone number if known; 
	
	
	
	

	X0918
	133.44(c)(10)(B)(iv)
	    (iv) the names, telephone numbers and addresses of the transferring and receiving physicians; 
	
	
	
	

	X0919
	133.44(c)(10)(B)(v)
	    (v) the names, addresses, and telephone numbers of the transferring and receiving hospitals; 
	
	
	
	

	X0920
	133.44(c)(10)(B)(vi)
	    (vi) the time and date on which the patient first presented or was presented to the transferring physician and transferring hospital; 
	
	
	
	

	X0921
	133.44(c)(10)(B)(vii)
	    (vii) the time and date on which the transferring physician secured a receiving physician; 
	
	
	
	

	X0922
	133.44(c)(10)(B)(viii)
	    (viii) the name, date, and time hospital administration was contacted in the receiving hospital;
	
	
	
	

	X0923
	133.44(c)(10)(B)(ix)
	    (ix) signature, time, and title of the transferring hospital administration who contacted the receiving hospital; 
	
	
	
	

	X0924
	133.44(c)(10)(B)(x)
	    (x) the certification required by paragraph (6)(B)(ii) of this subsection, if applicable (the certification may be part of the memorandum of transfer form or may be on a separate form attached to the memorandum of transfer form); 
	
	
	
	

	X0925
	133.44(c)(10)(B)(xi)
	    (xi) the time and date on which the receiving physician assumed responsibility for the patient; 
	
	
	
	

	X0926
	133.44(c)(10)(B)(xii)
	    (xii) the time and date on which the patient arrived at the receiving hospital; 
	
	
	
	

	X0927
	133.44(c)(10)(B)(xiii)
	    (xiii) signature and date of receiving hospital administration; 
	
	
	
	

	X0928
	133.44(c)(10)(B)(xiv)
	    (xiv) type of vehicle and company used; 
	
	
	
	

	X0929
	133.44(c)(10)(B)(xv)
	    (xv) type of equipment and personnel needed in transfers; 
	
	
	
	

	X0930
	133.44(c)(10)(B)(xvi)
	    (xvi) name and city of hospital to which patient was transported; 
	
	
	
	

	X0931
	133.44(c)(10)(B)(xvii)
	    (xvii) diagnosis by transferring physician; and 
	
	
	
	

	X0932
	133.44(c)(10)(B)(xviii)
	    (xviii) attachments by transferring hospital. 
	
	
	
	

	X0933
	133.44(c)(10)(C)
	 (C)  The receipt of the memorandum of transfer shall be acknowledged in writing by the receiving hospital administration and receiving physician. 
	
	
	
	

	X0934
	133.44(c)(10)(D)
	 (D)  A copy of the memorandum of transfer shall be retained by the transferring and receiving hospitals. 
	
	
	
	

	X0935
	133.44(c)(10)(D)
	The memorandum shall be filed separately from the patient's medical record and in a manner which will facilitate its inspection by the department. All memorandum of transfer forms filed separately shall be retained for five years. 
	
	
	
	

	X0936
	133.44(c)(10)(D)
	A copy of the memorandum of transfer may also be filed with the patient's medical record.
	
	
	
	

	X0937
	133.44(d)(1)
	Violations. 

A hospital violates the Act and this section if: 

(1) the hospital fails to comply with the requirements of this section; or 
	
	
	
	

	X0938
	133.44(d)(2)(A)
	(2) the governing body fails or refuses to: 

 (A) adopt a transfer policy which is consistent with this section and contains each of the requirements in subsection (c) of this section; 
	
	
	
	

	X0939
	133.44(d)(2)(B)
	 (B) adopt a memorandum of transfer form which meets the minimum requirements for content contained in this section; or 
	
	
	
	

	X0940
	133.44(d)(2)(C)
	 (C) enforce its transfer policy and the use of the memorandum of transfer. 

	
	
	
	

	X0952
	133.45(a)
MISCELLANEOUS POLICIES 

AND 

PROTOCOLS.
	Determination of death and autopsy reports. 

The hospital shall adopt, implement, and enforce protocols to be used in determining death and for filing autopsy reports which comply with Health and Safety Code (HSC), Title 8, Subtitle A, Chapter 671 (Determination of Death and Autopsy Reports). 
	
	
	
	

	X0953
	133.45(b)
	Organ and tissue donors. 

The hospital shall adopt, implement, and enforce a written protocol to identify potential organ and tissue donors which is in compliance with the Texas Anatomical Gift Act, HSC, Chapter 692. The hospital shall make its protocol available to the public during the hospital's normal business hours. 
	
	
	
	

	X0954
	133.45(b)(1)
	(1) The hospital's protocol shall include all requirements in HSC, Chapter 692, §692.013 (Hospital Protocol). 
	
	
	
	

	X0955
	133.45(b)(2)
	(2) A hospital which performs organ transplants shall be a member of the Organ Procurement and Transplantation Network in accordance with 42 United States Code, §274 (Organ Procurement and Transplantation Network). 
	
	
	
	

	X0956
	133.45(c)(2)
	All-hazard disaster preparedness.

A hospital shall adopt, implement, and enforce a written plan for all-hazard, natural or man-made, disaster preparedness for effective preparedness, mitigation, response, and recovery from disasters. 
	
	
	
	

	X0957
	133.45(c)(3)
	The plan, which may be subject to review and approval by the department, shall be sent to the local disaster management authority. 
	
	
	
	

	X0958
	133.45(c)(4)(A)
	The plan shall: 

 (A) be developed through a joint effort of the hospital governing body, administration, medical staff, hospital personnel and emergency medical services partners; 
	
	
	
	

	X0959
	133.45(c)(4)(B)
	 (B) include the applicable information contained in the National Fire Protection Association 99, Standard for Health Care Facilities, 2002 edition, Chapter 12 (Health Care Emergency Management), published by the National Fire Protection Association (NFPA), and the State of Texas Emergency Management Plan. Information regarding the State of Texas Emergency Management Plan is available from the city or county emergency management coordinator. The NFPA document referenced in this section may be obtained by writing or calling the NFPA at the following address and telephone number: 1 Batterymarch Park, Post Office Box 9101, Quincy, Massachusetts 02269-9101, (800) 344-3555; 
	
	
	
	

	X0960
	133.45(c)(4)(C)
	 (C) contain the names and contact numbers of city and county emergency management officers and the hospital water supplier; 
	
	
	
	

	X0961
	133.45(c)(4)(D)
	 (D) be exercised at least annually and in conjunction with state and local exercises. Hospitals participating in an exercise or responding to a real life event shall develop an after action report (AAR) within 60 days. AARs shall be retained for at least three years and be available for review by the local emergency management authority and the department; 
	
	
	
	

	X0962
	133.45(c)(4)(E)
	 (E) include the methodology for notifying the hospital personnel and the local disaster management authority of an event that will significantly impact hospital operations; 
	
	
	
	

	X0963
	133.45(c)(4)(F)
	  (F) include evidence that the hospital has communicated prospectively with the local utility and phone companies regarding the need for the hospital to be given priority for the restoration of utility and phone services and a process for testing internal and external communications systems regularly; 
	
	
	
	

	X0964
	133.45(c)(4)(G)(i)
	 (G) include the use of a department approved process to update bed availability, as follows: 

     (i) as requested by the department during a public health emergency or state declared disaster; and 
	
	
	
	

	X0965
	133.45(c)(4)(G)(ii)(I)
	    (ii) for the physically available beds and staffed beds that are vacant/available beds for the following bed types: 

        (I) adult ICU; 
	
	
	
	

	X0966
	133.45(c)(4)(G)(ii)(II)
	       (II) burn or burn ICU; 
	
	
	
	

	X0967
	133.45(c)(4)(G)(ii)(III)
	       (III) medical/surgical; 
	
	
	
	

	X0968
	133.45(c)(4)(G)(ii)(IV)
	       (IV) negative pressure/isolation; 
	
	
	
	

	X0969
	133.45(c)(4)(G)(ii)(V)
	       (V) operating rooms; 
	
	
	
	

	X0970
	133.45(c)(4)(G)(ii)(VI)
	       (VI) pediatric ICU;
	
	
	
	

	X0971
	133.45(c)(4)(G)(ii)(VII)
	       (VII) pediatrics; and 
	
	
	
	

	X0972
	133.45(c)(4)(G)(ii)(VIII)
	       (VIII) psychiatric;
	
	
	
	

	X0973
	133.45(c)(4)(G)(iii)
	    (iii) emergency department divert status; 
	
	
	
	

	X0974
	133.45(c)(4)(G)(iv)
	    (iv) for decontamination facility available; and 
	
	
	
	

	X0975
	133.45(c)(4)(G)(v)
	    (v) for ventilators available; 
	
	
	
	

	X0976
	133.45(c)(4)(H)(i)
	 The plan shall:

  (H) include at a minimum: 

     (i) a component for the reception, treatment, and disposition of casualties that can be used in the event that a disaster situation requires the hospital to accept multiple patients. This component shall include at a minimum: 
	
	
	
	

	X0977
	133.45(c)(4)(H)(i)(I)
	       (I) process, developed in conjunction with appropriate agencies, to allow essential healthcare workers and personnel to safely access their delivery care sites;

	
	
	
	

	X0978
	133.45(c)(4)(H)(i)(II)
	       (II) procedures for the appropriate provision of personal protection equipment for and appropriate immunization of staff, volunteers, and staff families; and 
	
	
	
	

	X0979
	133.45(c)(4)(H)(i)(III)
	       (III) plan to provide food and shelter for staff and volunteers as needed throughout the duration of response; 
	
	
	
	

	X0980
	133.45(c)(4)(H)(ii)
	    (ii) an evacuation component that can be engaged in any emergency situation necessitating either a full or partial evacuation of the hospital. The evacuation component shall address at a minimum: 
	
	
	
	

	X0981
	133.45(c)(4)(H)(ii)(I)
	       (I) activation, including who makes the decision to activate and how it is activated; 
	
	
	
	

	X0982
	133.45(c)(4)(H)(ii)(II)
	       (II) when within control of the hospital, patient evacuation destination, including protocol to ensure that the patient destination is compatible to patient acuity and health care needs, plan for the order of removal of patients and planned route of movement, train and drill staff on the traffic flow and the movement of patients to a staging area, and room evacuation protocol; 
	
	
	
	

	X0983
	133.45(c)(4)(H)(ii)(III)
	       (III) family/responsible party notification, including the procedure to notify patient emergency contacts of an evacuation and the patient's destination; and 
	
	
	
	

	X0984
	133.45(c)(4)(H)(ii)(IV)
	       (IV) transport of records and supplies, including the protocol for the transfer of patient specific medications and records to the receiving facility. 
	
	
	
	

	X0985
	133.45(c)(4)(H)(ii)(IV)
	These records shall include at a minimum: the patient's most recent physician's assessment, order sheet, medication administration record (MAR), and patient history with physical documentation.
	
	
	
	

	X0986
	133.45(c)(4)(H)(ii)(IV)
	A weather-proof patient identification wrist band (or equivalent identification) must be intact on all patients.
	
	
	
	

	X0987
	133.45(d)(1)
	Voluntary paternity establishment services. 

A hospital that handles the birth of newborns must provide voluntary paternity establishment services in accordance with: 

(1) the HSC, §192.012, Record of Acknowledgment of Paternity; and 
	
	
	
	

	X0988
	133.45(d)(2)
	(2) the rules of the Office of the Attorney General found at 1 TAC Chapter 55, Subchapter J (relating to Voluntary Paternity Acknowledgment Process). 
	
	
	
	

	X0989
	133.45(e)
	Harassment and abuse. 

A hospital shall adopt, implement and enforce a written policy for identifying and addressing instances of alleged verbal or physical abuse or harassment of hospital employees or contracted personnel by other hospital employees or contracted personnel or by a health care provider who has clinical privileges at the hospital. 
	
	
	
	

	X0990
	133.45(f)
	Information for parents of newborn children. 

A hospital that provides prenatal care to a pregnant woman during gestation or at delivery of an infant, shall adopt, implement and enforce written policies to ensure compliance with HSC, Chapter 161, Subchapter T, §161.501 (relating to Parenting and Postpartum Counseling Information). 
	
	
	
	

	X0991
	133.45(f)(1)
	(1) The policy shall require that the woman and the father of the infant, if possible, or another adult caregiver for the infant, be provided with a resource pamphlet which includes: 
	
	
	
	

	X0992
	133.45(f)(1)(A)
	 (A) information on professional organizations providing counseling and assistance relating to postpartum depression and other emotional trauma associated with pregnancy and parenting; 
	
	
	
	

	X0993
	133.45(f)(1)(B)
	 (B)  information regarding the prevention of shaken baby syndrome, as specified under HSC, §167.501(a)(1)(B)(i) - (iv); 
	
	
	
	

	X0994
	133.45(f)(1)(C)
	 (C) a list of diseases for which a child is required by state law to be immunized and the appropriate schedule for the administration of those immunizations; and 
	
	
	
	

	X0995
	133.45(f)(1)(D)
	 (D) the appropriate schedule for follow-up procedure for newborn screening.
	
	
	
	

	X0996
	133.45(f)(2)
	(2)  The policy shall include a requirement that it be documented in the woman's record that the information was provided and that the documentation be maintained for at least five years. 
	
	
	
	

	X0997

	133.45(g)
	Abortion. 

A hospital that performs abortions shall adopt, implement and enforce policies to: 
	
	
	
	

	X0998
	133.45(g)(1)
	(1) ensure compliance with HSC, Chapter 171, Subchapters A and B (relating to Abortion and Informed Consent);
	
	
	
	

	X0999
	133.45(g)(2)
	(2) ensure compliance with Occupations Code, §164.052(a)(19) (relating to Parental Consent for Abortion). 
	
	
	
	

	X1000
	133.45(h)
	Influenza and pneumococcal vaccine for elderly persons. 

The hospital shall adopt, implement and enforce a policy for providing influenza and pneumococcal vaccines for elderly persons.
	
	
	
	

	X1001
	133.45(h)(1)
	The policy shall:

 (1) establish that an elderly person, defined as 65 years of age older, who is admitted to the hospital for a period of 24 hours or more, is informed of the availability of the influenza and pneumococcal vaccines, and, if they request the vaccine, is assessed to determine if receipt of the vaccine is in their best interest. If determined appropriate by the physician or other qualified medical personnel, the elderly person shall receive the vaccines prior to discharge from the hospital; 
	
	
	
	

	X1002
	133.45(h)(2)
	(2) include provisions that the influenza vaccine shall be made available in October and November, and if available, December, and pneumococcal vaccine shall be made available throughout the year; 
	
	
	
	

	X1003
	133.45(h)(3)
	(3) require that the person administering the vaccine ask the elderly patient if they are currently vaccinated against influenza or pneumococcal disease, assess potential contraindications, and then, if appropriate, administer the vaccine under approved hospital protocols; and
	
	
	
	

	X1004

	133.45(h)(4)
	(4) address required documentation of the vaccination in the patient medical record. 
	
	
	
	

	X1005
	133.45(h)(5)
	(5) The department may waive requirements related to the administration of the vaccines based on established shortages of the vaccines.
	
	
	
	

	X1017
	133.46(a)
HOSPITAL 

BILLING
	Itemized statements. 

A hospital shall adopt, implement, and enforce a policy to ensure that the hospital complies with the Health and Safety Code (HSC), §311.002 (Itemized Statement of Billed Services). 
	
	
	
	

	X1018
	133.46(b)
	Audits of billing. 

A hopital shall adopt, implement, and enforce a policy to ensure that the hospital complies with HSC, §311.0025(a) (relating to Audits of Billing). 
	
	
	
	

	X1019
	133.46(c)(1)
	Complaint investigation procedures. 

(1)  A complaint submitted to the Department of State Health Services (department) relating to billing must specify the patient for whom the bill was submitted. 

	
	
	
	

	X1020
	133.46(c)(2)
	(2)  Upon receiving a complaint warranting an investigation, the department shall send the complaint to the hospital requesting the hospital to conduct an internal investigation. Within 30 days of the hospital's receipt of the complaint, the hospital shall submit to the department: 
	
	
	
	

	X1021
	133.46(c)(2)(A)
	 (A) a report outlining the hospital's investigative process; 
	
	
	
	

	X1022
	133.46(c)(2)(B)
	 (B) the resolution or conclusions reached by the hospital with the patient, third party payor or complainant; and 
	
	
	
	

	X1023
	133.46(c)(2)(C)
	 (C) corrections, if any, in the hospital's policies or protocols which were made as a result of its investigative findings. 
	
	
	
	

	X1035
	133.47(a)
ABUSE 

AND 

NEGLECT 

ISSUES
	Reporting. 

Incidents of abuse, neglect, exploitation, or illegal, unethical or unprofessional conduct as those terms are defined in subsections (b) and (c) of this section shall be reported to the department. 
	
	
	
	

	X1036
	133.47(c)(2)
	Abuse and neglect of individuals with mental illness, and illegal, unethical, and unprofessional conduct. 

The requirements of this subsection are in addition to the requirements of subsection (b) of this section. 

Posting requirements. 

A facility shall prominently and conspicuously post for display in a public area that is readily visible to patients, residents, volunteers, employees, and visitors a statement of the duty to report abuse and neglect, or illegal, unethical or unprofessional conduct in accordance with HSC, §161.132(e). The statement shall be in English and in a second language appropriate to the demographic makeup of the community served and contain the number of the department's patient information and complaint line at (888) 973-0022. 
	
	
	
	

	X1037
	133.47(c)(3)(A)
	Reporting responsibility. 

Reporting abuse and neglect. 

 (A) A person, including an employee, volunteer, or other person associated with the facility who reasonably believes or who knows of information that would reasonably cause a person to believe that the physical or mental health or welfare of a patient of the facility who is receiving mental health or chemical dependency services has been, is, or will be adversely affected by abuse or neglect (as those terms are defined in this subsection) by any person shall as soon as possible report the information supporting the belief to the department or to the appropriate state health care regulatory agency in accordance with HSC, §161.132(a). 
	
	
	
	

	X1038
	133.47(c)(3)(B)
	 (B)  An employee of or other person associated with a facility including a health care professional, who reasonably believes or who knows of information that would reasonably cause a person to believe that the facility or an employee or health care professional associated with the facility, has, is, or will be engaged in conduct that is or might be illegal, unprofessional, or unethical and that relates to the operation of the facility or mental health or chemical dependency services provided in the facility shall as soon as possible report the information supporting the belief to the department or to the appropriate state health care regulatory agency in accordance with HSC, §161.132(b). 
	
	
	
	

	X1039
	133.47(c)(4)
	Training requirements. 

A hospital that provides comprehensive medical rehabilitation, mental health or substance abuse services shall annually provide as a condition of continued licensure a minimum of eight hours of in-service training designed to assist employees and health care professionals associated with the facility in identifying patient abuse or neglect and illegal, unprofessional, or unethical conduct by or in the facility and establish a means for monitoring compliance with the requirement. 
	
	
	
	

	X1040
	133.47(e)
	Submission of complaints. 

A complaint made under this section may be submitted in writing or verbally to the Patient Quality Care Unit, Department of State Health Services, 1100 West 49th Street, Austin, Texas 78756-3199, telephone, (888) 973-0022. 
	
	
	
	

	X1052
	133.48(a)(2)
PATIENT 

SAFETY 

PROGRAM.
	The hospital must develop, implement and maintain an effective, ongoing, organization-wide, data-driven Patient Safety Program (PSP).
	
	
	
	

	X1053
	133.48(a)(2)(A)
	 (A) The governing body must ensure that the PSP reflects the complexity of the hospital's organization and services, including those services furnished under contract or arrangement, and focuses on the prevention and reduction of medical errors and adverse events. 
	
	
	
	

	X1054
	133.48(a)(2)(B)
	 (B)  The PSP must be in writing, approved by the governing body and made available for review by the department. 
	
	
	
	

	X1055
	133.48(a)(2)(B)(i)
	 It must include the following components: 

     (i) the definition of medical errors, adverse events and reportable events; 
	
	
	
	

	X1056
	133.48(a)(2)(B)(ii)
	    (ii) the process for internal reporting of medical errors, adverse events and reportable events;
	
	
	
	

	X1057
	133.48(a)(2)(B)(iii)
	    (iii) a list of events and occurrences which staff are required to report internally; 
	
	
	
	

	X1058
	133.48(a)(2)(B)(iv)
	    (iv) time frames for internal reporting of medical errors, adverse events and reportable events; 
	
	
	
	

	X1059
	133.48(a)(2)(B)(v)
	    (v) consequences for failing to report events in accordance with hospital policy;
	
	
	
	

	X1060
	133.48(a)(2)(B)(vi)
	    (vi) mechanisms for preservation and collection of event data; 
	
	
	
	

	X1061
	133.48(a)(2)(B)(vii)
	    (vii) the process for conducting root cause analysis; 
	
	
	
	

	X1062
	133.48(a)(2)(B)(viii)
	    (viii) the process for communicating action plans; and 
	
	
	
	

	X1063
	133.48(a)(2)(B)(ix)
	    (ix) the process for feedback to staff regarding the root cause analysis and action plan. 
	
	
	
	

	X1064
	133.48(a)(3)
	The hospital must provide patient safety education and training to staff who have responsibilities related to the implementation, development, supervision or evaluation of the PSP. Training must include all PSP components as set out in paragraph (2)(B) of this subsection. 
	
	
	
	

	X1065
	133.48(a)(4)
	The hospital must designate one or more individuals, or an interdisciplinary group, qualified by training or experience to be responsible for the management of the patient safety program. These responsibilities shall include:
	
	
	
	

	X1066
	133.48(a)(4)(A)
	 (A) coordinating all patient safety activities; 
	
	
	
	

	X1067
	133.48(a)(4)(B)
	 (B) facilitating assessment and appropriate response to reported events; 
	
	
	
	

	X1068
	133.48(a)(4)(C)
	 (C) monitoring root cause analysis and resulting action plans; and 
	
	
	
	

	X1069
	133.48(a)(4)(D)
	  (D) serving as liaison among hospital departments and committees to ensure hospital-wide integration of the PSP. 
	
	
	
	

	X1070
	133.48(a)(5)(A)
	Within 45 days of becoming aware of a reportable event specified under subsection (b)(1)(A) of this section, the hospital must:         (A) complete a root cause analysis to examine the cause and effect of the event through an impartial process; and 
	
	
	
	

	X1071
	133.48(a)(5)(B)
	 (B) develop an action plan identifying the strategies that the hospital intends to employ to reduce the risk of similar events occurring in the future. 
	
	
	
	

	X1072
	133.48(a)(5)(B)(i)
	     (i) designate responsibility for implementation and oversight; 
	
	
	
	

	X1073
	133.48(a)(5)(B)(ii)
	    (ii) specify time frames for implementation; and 
	
	
	
	

	X1074
	133.48(a)(5)(B)(iii)
	    (iii) include a strategy for measuring the effectiveness of the actions taken. 
	
	
	
	

	X1075
	133.48(a)(5)(C)
	The hospital must make the root cause analysis and action plan available for on-site review by department representatives. 
	
	
	
	

	X1076
	133.48(a)(6)
	The hospital shall submit the following to the department on the anniversary date of the license expiration: 
	
	
	
	

	X1077
	133.48(a)(6)(A)
	 (A) an annual events report in accordance with subsection (b)(1) of this section; and 
	
	
	
	

	X1078
	133.48(a)(6)(B)
	 (B) a best practices report in accordance with subsection (b)(2) of this section. 
	
	
	
	

	X1079
	133.48(b)(1)(A)
	Reporting requirements. 

Annual events report. 
	
	
	
	

	X1080
	133.48(b)(1)(A)(i)
	 (A) On the renewal of the hospital's license, or annually based on the hospital's original licensing date, the hospital shall submit to the department a report that lists the number of occurrences at the hospital, including any outpatient facility owned or operated by the hospital, of each of the following events occurring during the preceding year: 

     (i) a medication error resulting in a patient's unanticipated death or major permanent loss of bodily function in circumstances unrelated to the natural course of the illness or underlying condition of the patient
	
	
	
	

	X1081
	133.48(b)(1)(A)(ii)
	    (ii) a perinatal death unrelated to a congenital condition in an infant with a birth weight greater that 2,500 grams; 
	
	
	
	

	X1082
	133.48(b)(1)(A)(iii)
	    (iii) the suicide of a patient in a setting in which the patient received care 24 hours a day; 
	
	
	
	

	X1083
	133.48(b)(1)(A)(iv)
	    (iv) the abduction of a newborn infant patient from the hospital or the discharge of a newborn infant patient from the hospital into the custody of an individual in circumstances in which the hospital knew, or in the exercise of ordinary care should have known, that the individual did not have legal custody of the infant; 
	
	
	
	

	X1084
	133.48(b)(1)(A)(v)
	    (v) the sexual assault of a patient during treatment or while the patient was on the premises of the hospital or facility; 
	
	
	
	

	X1085
	133.48(b)(1)(A)(vi)
	    (vi) a hemolytic transfusion reaction in a patient resulting from the administration of blood or blood products with major blood group incompatibilities; 
	
	
	
	

	X1086
	133.48(b)(1)(A)(vii)
	    (vii) a surgical procedure on the wrong patient or on the wrong body part of a patient; 
	
	
	
	

	X1087
	133.48(b)(1)(A)(viii)
	    (viii) a foreign object accidentally left in a patient during a procedure; and 
	
	
	
	

	X1088
	133.48(b)(1)(A)(ix)
	    (ix) a patient death or serious disability associated with the use or function of a device designed for patient care that is used or functions other than as intended. 
	
	
	
	

	X1089
	133.48(b)(1)(B)
	 (B) The hospital is not required to include any information other than the total number of occurrences of each of the events listed under subparagraph (A) of this paragraph. 
	
	
	
	

	X1090
	133.48(b)(2)(A)
	Best practices report. 

 (A) On the renewal of the hospital's license, or annually based on the hospital's original licensing date, the hospital shall submit to the department at least one report of the best practices and safety measures related to a reported event. 
	
	
	
	

	X1091
	133.48(b)(2)(B)
	 (B) The best practice report may be submitted on a form to be prescribed by the department, or the hospital may submit a copy of a report submitted to a patient safety organization. 
	
	
	
	

	X1092
	133.48(b)(2)(C)
	 (C) Hospitals may voluntarily report additional best practices and safety measures.  
	
	
	
	

	X1104
	133.61(a)(1)
HOSPITAL PATIENT TRANSFER AGREEMENTS
	Transfer agreements between hospitals are voluntary. 


	
	
	
	

	X1105
	133.61(a)(2)
	Transfer agreements must comply with the transfer policies required under §133.44 of this title (relating to Hospital Patient Transfer Policy). 
	
	
	
	

	X1106
	133.61(a)(3)
	The transfer agreement shall be submitted to the Department of State Health Services (department) for review to determine if the agreement meets the requirements of subsection (b) of this section. 
	
	
	
	

	X1107
	133.61(a)(4)
	Multiple transfer agreements may be entered into by a hospital based upon the type or level of medical services available at other hospitals. 
	
	
	
	

	X1108
	133.61(b)(1)
	Minimum requirements for hospital patient transfer agreements. 

Patient transfer agreements must include specific language consistent with the following requirements: 

 (1) §133.44(c)(1) of this title (relating to prohibiting discrimination); 
	
	
	
	

	X1109
	133.61(b)(2)
	(2) §133.44(c)(6)(A) - (B) of this title (relating to the transfer of patients with emergency medical conditions); 
	
	
	
	

	X1110
	133.61(b)(3)
	(3) §133.44(b)(8) of this title (relating to compliance with the Indigent Health Care and Treatment Act); 
	
	
	
	

	X1111
	133.61(b)(4)
	(4) §133.44(b)(11) of this title (relating to the patient's right to request transfer); 
	
	
	
	

	X1112
	133.61(b)(5)
	(5) §133.44(c)(7) of this title (relating to the physician's duties and standard of care); and 
	
	
	
	

	X1113
	133.61(b)(6)
	(6) §133.44(c)(9) and (10) of this title (relating to medical record and memorandum of transfer).
	
	
	
	

	X1114
	133.61(c)(1)(A)
	Review of transfer agreements. 

In order that the department may review the transfer agreements for compliance with the minimum requirements, each party to the transfer agreement shall jointly submit the following documents to the department: 

  (A) a copy of the current or proposed agreement signed by each hospital's representative; 
	
	
	
	

	X1115
	133.61(c)(1)(B)
	  (B) the date of the adoption of the agreement; and 
	
	
	
	

	X1116
	133.61(c)(1)(C)
	  (C) the effective date of the agreement. 
	
	
	
	

	X1117
	133.61(c)(3)
	If a governing body or a governing body's designee executes a transfer agreement and the entire text of that agreement consists of the entire text of an agreement that has been previously approved by the department, the governing body or the governing body's designee is not required to submit the later agreement for review. On the date the later agreement is fully executed and before the later agreement is implemented, the governing body or the governing body's designee must give adequate notice to the department that the later agreement has been executed. 
	
	
	
	

	X1118
	133.61(c)(7)
	A transfer agreement will be considered in compliance if it is consistent with the rules that were in effect at the time the transfer agreement was executed and approved by the department. 
	
	
	
	

	X1119
	133.61(d)(1)
	Appeals. 

(1)  If the department rejects a patient transfer agreement, the hospitals that are parties to the agreement may jointly request reconsideration of the department's decision. 
	
	
	
	

	X1120
	133.61(d)(2)
	(2)  A hospital that is party to a rejected agreement shall appeal the rejection jointly with an appeal by other appealing parties or waive that hospital's opportunity to appeal. 
	
	
	
	

	X1121
	133.61(d)(3)
	(3)  To initiate the appeal process, the party hospitals shall notify the department, in writing, that each party hospital requests formal reconsideration of the department's decision. 
	
	
	
	

	X1122
	133.61(d)(4)
	(4)  The request must be received by the department within 20 calendar days from the receipt of the department's rejection notice by the hospital that submitted the proposed agreement for review and approval. 
	
	
	
	

	X1123
	133.61(d)(5)
	(5)  Failure of the party hospitals to provide a written request for appeal shall be deemed a waiver of the opportunity for an internal reconsideration by the department, and the rejection shall become final.
	
	
	
	

	X1124
	133.61(e)(1)
	Amendments to an agreement. 

The governing body of a hospital or governing body's designee may adopt proposed amendments to a transfer agreement which has been approved by the department. However, before the amendments are implemented, the governing body or the governing body's designee shall submit the proposed amendments to the department for review in the same manner as the agreement to be amended was submitted
	
	
	
	

	X1125
	133.61(f)
	Complaints. 

Complaints alleging a violation of a transfer agreement shall be treated in the same manner as complaints alleging violations of the Act or this chapter.
	
	
	
	

	X1137

	133.62(b)
COOPERATIVE AGREEMENTS.


	For purposes of this section only, the term hospital is limited to a general or special hospital licensed under HSC, Chapter 241, or a private mental hospital licensed under HSC, Chapter 577. 
	
	
	
	

	X1138
	133.62(c)
	A hospital may negotiate and enter into cooperative agreements with other hospitals in the state if the likely benefits resulting from the agreement outweigh any disadvantages attributable to a reduction in competition that may result from the agreements. Acting through their boards of directors, a group of hospitals may conduct discussions or negotiations concerning cooperative agreements, provided that the discussions or negotiations do not involve price fixing or predatory pricing.
	
	
	
	

	X1139
	133.62(d)
	Parties to a cooperative agreement may apply to the department for a certification of public advantage governing the cooperative agreement. The application must include the application fee in accordance with §133.26(e) of this title (relating to Fees), and a written copy of the cooperative agreement that describes the nature and scope of the cooperation in the agreement and any consideration passing to any party under the agreement. A copy of the application and copies of all additional related materials must be submitted to the attorney general and to the department at the same time.  
	
	
	
	

	X1151
	133.81(a)
WAIVER 

PROVISIONS.
	Request for a waiver. 

A hospital may submit a written request to the director for a waiver or modification of a particular provision of the Texas Hospital Licensing Act (Act) or a minimum standard in this chapter, except fire safety requirements. The written request shall specify the section(s) of the Act or this chapter for which a waiver is requested. 
	
	
	
	

	X1152
	133.81(b)
	Waiver request requirements. 

In requesting the waiver, the hospital must address each of the following points and provide documentation as necessary to support their position.
	
	
	
	

	X1153
	133.81(b)(1)
	The hospital must: 

(1) provide evidence to support why the requested waiver will not adversely affect the health and safety of the hospital patients, employees, or the general public; 
	
	
	
	

	X1154
	133.81(b)(2)
	(2) indicate how it was determined that granting the waiver would not adversely impact the hospital's participation in the federal Medicare program or accreditation by a Centers for Medicare and Medicaid Services-approved organization; 
	
	
	
	

	X1155
	133.81(b)(3)
	(3) describe how not granting the waiver would impose an unreasonable hardship on the hospital in providing adequate care for patients; 
	
	
	
	

	X1156
	133.81(b)(4)
	(4) describe how the waiver would facilitate the creation or operation of the hospital; and 
	
	
	
	

	X1157
	133.81(b)(5)
	(5) explain why the waiver would be appropriate when balanced against the best interests of the individuals served or to be served by the hospital. 

	
	
	
	

	X1158
	133.81(c)
	Supporting documentation. 

The hospital should submit supporting documentation with the waiver request. The department may request additional written documentation from the hospital to support the waiver or modification. 
	
	
	
	

	X1159
	133.81(g)
	File documentation. 
The licensing file for the hospital maintained by the Department of State Health Services shall contain a copy of the request, any supporting documents which were provided, the written recommendation of the director, and the order. The hospital is to maintain the original order in their permanent records. 
	
	
	
	

	X1171
	133.101(d)(3)
INSPECTION AND INVESTIGATION PROCEDURES
	By applying for or holding a hospital license, the hospital consents to entry and inspection or investigation of the hospital by the department or a representative of the department in accordance with the Act and this chapter. 
	
	
	
	

	X1172
	133.101(e)(5)
	Inspection and investigation protocol. 

If deficiencies are cited, the department surveyor(s) shall obtain either at the time of the exit conference or within 10 days of the hospital's receipt of the statement of deficiencies a plan of correction which is provided by the hospital and indicates the date(s) by which correction(s) will be made and any other written comments, if any, by the hospital administrator or designee concerning the inspection or investigation. Additional facts, written comments, or other information provided by the hospital in response to the findings shall be made a part of the record of the inspection or investigation for all purposes. 
	
	
	
	

	X1173
	133.101(e)(6)
	The department surveyor(s) shall obtain the signature of the hospital administrator or designee acknowledging the receipt of the statement of deficiencies and plan of correction form. 
	
	
	
	

	X1174
	133.101(e)(10)
	The hospital shall come into compliance by the completion date provided on the statement of deficiencies and plan of correction form. 
	
	
	
	

	X1186
	133.141(b) 

FIRE PREVENTION 

AND PROTECTION.


	Fire reporting. 

All occurrences of fire shall be reported to the local fire authority and shall be reported in writing to the hospital licensing director as soon as possible but not later than 10 calendar days following the occurrence. 
	
	
	
	

	X1187
	133.141(d)
	Smoking rules. 

Each hospital shall adopt, implement and enforce a smoking policy. The policy shall include the minimal provisions of NFPA 101, §18.7.4. 
	
	
	
	

	X1188
	133.141(e)
	Fire extinguishing systems. 

Inspection, testing, and maintenance of fire-fighting equipment shall be conducted by each hospital. 
	
	
	
	

	X1189
	133.141(e)(3)
	Portable fire extinguishers. 

Every portable fire extinguisher located in a hospital or upon hospital property shall be installed, tagged, and maintained in accordance with National Fire Protection Association 10, Standard for Portable Fire Extinguishers, 2002 edition. 
	
	
	
	

	X1190
	133.141(f)
	Fire protection and evacuation plan. 

A plan for the protection of patients in the event of fire and their evacuation from the building when necessary shall be formulated according to NFPA 101, §18.7. Copies of the plan shall be available to all staff. 
	
	
	
	

	X1191
	133.141(f)(1)
	Posting requirements. 

An evacuation floor plan shall be prominently and conspicuously posted for display throughout the hospital in public areas that are readily visible to patients, residents, employees, and visitors. 
	
	
	
	

	X1192
	133.141(f)(2)
	Annual training. 

Each hospital shall conduct an annual training program for instruction of all personnel in the location and use of fire-fighting equipment. All employees shall be instructed regarding their duties under the fire protection and evacuation plan. 
	
	
	
	

	X1193
	133.141(g)
	Fire drills. 

The hospital shall conduct at least 12 fire drills each year, one fire drill per shift per quarter, which shall include communication of alarms, simulation of evacuation of patients and other occupants, and use of fire-fighting equipment. 
	
	
	
	

	X1194
	133.141(h)
	Fire alarm system. 

Every hospital and building used for patient care shall have an approved fire alarm system. Each fire alarm system shall be installed and tested in accordance with §133.161(a)(1)(A) of this title for existing hospitals, and §133.162(d)(5)(N) of this title for new construction. 
	
	
	
	

	X1195
	133.141(i)
	Fire department access. 

As an aid to fire department services, every hospital shall provide the following. 
	
	
	
	

	X1196
	133.141(j)(1)
	As an aid to fire department services, every hospital shall provide the following. 

(1) Driveways. The hospital shall maintain driveways, free from all obstructions, to main buildings for fire department apparatus use. 
	
	
	
	

	X1197
	133.141(j)(2)
	(2) Submission of plans. Upon request, the hospital shall submit a copy of the floor plans of the building to the local fire department officials. 
	
	
	
	

	X1198
	133.141(j)(3)
	(3) Outside identification. The hospital shall place proper identification on the outside of the main building showing the locations of siamese connections and standpipes as required by the local fire department services.
	
	
	
	

	X1199
	133.141(k)
	Fire department protection. 

When a hospital is located outside of the service area or range of the public fire protection, arrangements shall be made to have the nearest fire department respond in case of a fire.
	
	
	
	

	X1211
	133.142(a)
GENERAL 

SAFETY
	Safety committee. 

Each hospital shall have a multidisciplinary safety committee. The hospital chief executive officer (CEO) shall appoint the chairman and members of the safety committee. 
	
	
	
	

	X1212
	133.142(a)(1)
	Safety officer. 

(1) The CEO shall appoint a safety officer who is knowledgeable in safety practices in health care facilities. The safety officer shall be a member of the safety committee, and shall carry out the functions of the safety program. 
	
	
	
	

	X1213
	133.142(a)(2)
	Safety committee meetings. 

(2)  The safety committee shall meet as required by the chairman, but not less than quarterly. Written minutes of each meeting shall be retained for at least one year. 
	
	
	
	

	X1214
	133.142(a)(3)(A)
	Safety activities. 

 (A) Incident reports. The safety committee shall establish an incident reporting system which includes a mechanism to ensure that all incidents recorded in safety committee minutes are evaluated, and documentation is provided to show follow-up and corrective actions. 
	
	
	
	

	X1215
	133.142(a)(3)(B)
	 (B) Safety policies and procedures. Safety policies and procedures for each department or service shall be developed, implemented and enforced. 
	
	
	
	

	X1216
	133.142(a)(3)(C)
	 (C) Safety training and continuing education. Safety training shall be established as part of new employee orientation and in the continuing education of all employees. 
	
	
	
	

	X1217
	133.142(a)(4)
	Written authority. 

(4)  The authority of the safety committee to take action when conditions exist that are a possible threat to life, health, or building damage, shall be defined in writing and approved by the governing body. 
	
	
	
	

	X1218
	133.142(b)
	Safety manual. 

Each department or service shall have a safety policy and procedure manual within their own area that becomes a part of the overall facility safety manual. 
	
	
	
	

	X1219
	133.142(c)
	Emergency communication system. 

An emergency communication system shall be provided in each facility. The system shall be self-sufficient and capable of operating without reliance on the building's service or emergency power supply. Such system shall have the capability of communicating with the available community or state emergency networks, including police and fire departments.
	
	
	
	

	X1231
	133.143(a)(1)
HANDLING AND STORAGE OF GASES, ANESTHETICS, AND FLAMMABLE LIQUIDS.


	Flammable germicides. 

If flammable germicides, including alcohol-based products, are used for preoperative surgical skin preparation, the facility must: 

(1) use only self-contained, single-use, pre-measured applicators to apply the surgical skin preparations; 
	
	
	
	

	X1232
	133.143(a)(2)
	(2) follow all manufacturer product safety warnings and guidelines; 
	
	
	
	

	X1233
	133.143(a)(3)
	(3) develop, implement and enforce written policies and procedures outlining the safety precautions required related to the use of the products, which, at a minimum, must include minimum drying times, prevention and management of product pooling, parameters related to draping and the use of ignition sources, staff responsibilities related to ensuring safe use of the product, and documentation requirements sufficient to evaluate compliance with the written policies and procedures; 
	
	
	
	

	X1234
	133.143(a)(4)
	(4) ensure that all staff working in the surgical environment where flammable surgical skin preparation products are in use have received training on product safety and the facility policies and procedures related to the use of the product; 
	
	
	
	

	X1235
	133.143(a)(5)
	(5) develop, implement and enforce an interdisciplinary team process for the investigation and analysis of all surgical suite fires and alleged violations of the policies; and
	
	
	
	

	X1236
	133.143(a)(6)
	(6)   report all occurrences of surgical suite fires to the department in care of the Facility Licensing Group within two business days, and complete an investigation of the occurrence and develop and implement a corrective action plan within 30 days. 
	
	
	
	

	X1237
	133.143(b)
	Flammable and nonflammable gases and liquids. 

Flammability of liquids and gases shall be determined by National Fire Protection Association 329, Handling Releases of Flammable and Combustible Liquids and Gases, 1999 edition. All documents published by National Fire Protection Association (NFPA) as referenced in this section may be obtained by writing or calling the NFPA at the following address or telephone number: National Fire Protection Association, 1 Batterymarch Park, P.O. Box 9101, Quincy, MA 02269-9101 or (800) 344-3555. 
	
	
	
	

	X1238
	133.143(b)(1)
	(1) Nonflammable gases (examples include, but are not limited to, oxygen and nitrous oxide) shall be stored and distributed in accordance with Chapter 5 of the National Fire Protection Association 99, Standard for Health Care Facilities, 2002 edition (NFPA 99). 
	
	
	
	

	X1239
	133.143(b)(1)(A)
	 (A) Medical gases and liquefied medical gases shall be handled in accordance with the requirements of NFPA 99, Chapter 9. 
	
	
	
	

	X1240
	133.143(b)(1)(B)
	 (B) Oxygen shall be administered in accordance with NFPA 99, §9.6. 
	
	
	
	

	X1241
	133.143(b)(2)
	(2) Piped flammable gas systems intended for use in laboratories and piping systems for fuel gases shall comply with requirements of NFPA 99, §11.11. 
	
	
	
	

	X1242
	133.143(b)(3)
	(3) Flammable gases shall be stored in accordance with NFPA 99, §11.10.
	
	
	
	

	X1243
	133.143(b)(4)
	(4) Flammable and combustible liquids used in laboratories shall be handled and stored in accordance with NFPA 99, §11.7, and National Fire Protection Association 101, Life Safety Code, 2003 edition, §18.3.2.2. 
	
	
	
	

	X1244
	133.143(b)(5)
	(5) Other flammable agents shall be stored in accordance with NFPA 99, Chapter 7.
	
	
	
	

	X1245
	133.143(c)
	Gasoline and gasoline powered equipment. 

No motor vehicles including gasoline powered standby generators or any amount of gasoline shall be located within the hospital building. 
	
	
	
	

	X1246
	133.143(c)
	Other devices which may cause or communicate fire, and which are not necessary for patient treatment or care, shall not be stored within the hospital building. 
	
	
	
	

	X1247
	133.143(c)
	All such devices and materials when necessary shall be used within the building only with precautions ensuring a reasonable degree of safety from fire. 
	
	
	
	

	X1248
	133.143(d)
	Gas fired appliances. 

The installation, use and maintenance of gas fired appliances and gas piping installations shall comply with the National Fire Protection Association 54, National Fuel Gas Code, 2002 edition. 
	
	
	
	

	X1249
	133.143(d)
	The use of portable gas heaters and unvented open flame heaters is specifically prohibited.
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