	INTERPRETIVE GUIDELINES -  INTERMEDIATE CARE FACILITIES FOR PERSONS WITH MENTAL RETARDATION

	TAG

NUMBER
	REGULATION
	GUIDANCE TO SURVEYORS



	
	
	HEALTH CARE SERVICES

	W318
	§483.460 Condition of participation:  Health care services.
	Interpretive Guidelines §483.460



	
	(a) Standard:  Physician services.
	Interpretive Guidelines §483.460 (a)

	W319
	(1) The facility must ensure the availability of physician services 24 hours a day.


	Interpretive Guidelines §483.460 (a)(1)

A designated physician must be available via telephone, pager, e-mail or on-site in the facility on a 24 hour per day basis for consultation regarding both emergency and non-emergency medical issues. If the facility employs a fulltime physician, there must be procedures in place for coverage in the absence of the physician from the facility.  

If the facility contracts with a community based physician for 24 hour per day coverage there must be written arrangements in place to detail the responsibilities of the contract physician as regards direct services to the clients, interactions with the direct care staff and the interactions between the nursing staff of the facility and the contract physician.  The contract physician should have some familiarity with the developmental disabilities community and be familiar with the clients.  The contract with the contract physician must delineate the process for coverage when he/she is not available. 

Upon interview, the staff should be aware of the procedures they are to follow to contact a physician in the event of an illness or injury.  Routinely sending clients to emergent care or the emergency room of a hospital because there are no facility physicians available for consultation is not consistent with the regulations.  

Through interview and record review, verify that the physician is available and responsive 24 hrs a day. 

	W320
	(2) The physician must develop, in coordination with licensed nursing personnel, a medical care plan of treatment for a client if the physician determines that an individual client requires 24‑hour licensed nursing care.
	Interpretive Guidelines §483.460 (a)(2)

A medical care plan of treatment is developed for those clients who are either acutely ill and require professional nursing care and monitoring temporarily on a 24 hour basis or clients whose chronic medical conditions require or indicate  24 hour professional nursing care and monitoring. The physician determines when 24 hour nursing care is required.  

The medical care plan is based upon the orders from the physician for treatments and care and nursing standards of practice.  There is evidence in the client’s record that the physician and the nursing staff at the facility work together to ensure that the medical care plan is current and appropriate (i.e., changes in physician written orders for care pursuant to observations  from the nursing staff and/or direct observations and interactions with the client, and nursing documentation of care.)  

The fact that a client has a medical care plan in place does not preclude him/her from an active treatment program except in instances of acute illness where the active treatment program is temporarily suspended.  For clients with chronic medical conditions, it may be necessary for their active treatment program to be modified due to the tolerance level of the client or adapted to accommodate medical limitations.  However, active treatment must be provided on a continuous basis.

	W321
	This plan must be integrated in the individual program plan.
	Interpretive Guidelines §483.460 (a)(2)

Although the medical care plan can be a separate document, it is always an integral part of the IPP process.  There should be evidence that the plans are shared and discussed at the time of all interdisciplinary discussions and the information from the medical care plan is utilized in the development of the IPP objectives.



	
	(3) The facility must provide or obtain 
	Interpretive Guidelines §483.460 (a)(3)



	W322
	preventive and general care


	Interpretive Guidelines §483.460 (a)(3)

The facility has procedures in place to ensure that the clients receive general health care services. General health care services include assessment and treatment of acute complaints or situations; teaching relevant heath care principles to staff and clients; and periodic surveillance of the health status of the clients.  

As a result of clinical assessment, referrals are made for specialized assessment and tests and the facility health care staff follow-up to ensure the assessment was done and the findings incorporated into the medical care plan and/or the IPP. 

The facility must have arrangements in place to provide routine or episodic laboratory, and radiology services for the clients if not provided in‑house.  There must be a written agreement that specifies the responsibilities of the facility and outside provider.  (See §483.410(a)).
Preventive health care services include screening procedures designed to identify health concerns and initiate treatment as early as possible. The facility should have a health prevention program in place and be following the plan to address those screenings that the facility will perform periodically that are relevant to all clients and those screenings associated with a particular gender or age or vulnerability.      

Refer to these websites for current recommended screenings

For men: http://www.ahrq.gov/ppip/healthymen.htrm
For women: http://www.cdc.gov/women/pubs/cancer.htm 

	
	as well as annual physical examinations of each client that at a minimum include the following:
	Interpretive Guidelines §483.460 (a)(3)



	W323
	(i) Evaluation of vision and hearing; 
	Interpretive Guidelines §483.460 (a)(3)(i)

Information relevant to the client’s ability to see and hear is a critical component in the development of appropriate active treatment strategies. 

All  clients, including non-verbal clients, should have evidence in his/her record that they receive an annual evaluation of their vision and hearing which includes a screening as a minimum, follow-up examination as indicated by the screen and timely referrals as indicated by the examination.  Screening is a gross assessment of the client’s vision and hearing and usually does not include a measurement of acuity.  Examinations are conducted to follow-up issues noted in the screening and are conducted by professionals.   

During observations and interviews, be alert to clients who either appear to have vision or hearing problems or the staff indicates that they have vision or hearing problems and no accommodations have been made.  Review the annual vision and hearing evaluation to ensure that these issues have been/are being addressed.

If a client’s vision or hearing can only be assessed through examinations conducted by specialists (e.g., comprehensive ophthalmological examinations and evoked response audiometry (ERA)), these tests need not be conducted yearly, but rather upon the specialist's expressed recommendations.  During discussions at the annual IPP evaluation the team reviews information from the health professional, speech and hearing professional, and direct care staff and makes referrals back to the specialist if indicated.

	W324
	(ii) Immunizations, using as a guide the recommendations of the Public Health Service Advisory Committee on Immunization Practices or of the Committee on the Control of Infectious Diseases of the American Academy of Pediatrics;
	Interpretive Guidelines §483.460 (a)(3)(ii)

These immunization guides may be obtained from the American Academy of Pediatrics, at  www.aap.oxg/healthtopics/immunizations.cfm and the CDC at www.cdc.gov/vaccines/recs/schedule/default.htm


	W325
	(iii) Routine screening laboratory examinations as determined necessary by the physician,
	 Interpretive Guidelines §483.460 (a)(3)(iii)

The facility may have a set of routine laboratory tests which are to be done on every client annually which is developed and approved by the facility physician.  However, such a list is not required.  The physician may write orders individually for the clients based upon their medical history, age, gender or medical vulnerabilities.  

	W326
	and special studies when needed;


	Interpretive Guidelines §483.460 (a)(3)(iii)


	W327
	(iv) Tuberculosis control, appropriate to the facility's population, and in accordance with the recommendations of the American College of Chest Physicians or the section on diseases of the chest of the American Academy of Pediatrics, or both.
	Interpretive Guidelines §483.460 (a)(3)(iv)

The current recommendations of the Center for Disease Control and Prevention, Guidelines for Preventing the Transmission of Tuberculosis in Health Care Facilities, (most recent edition) should be followed by the facility.  The current guidelines may be accessed at 

www.cdc.gov/tb/topic/testing/default.htm
The facility should have in place a system for the identification, reporting, investigation, and control of TB in order to prevent its transmission within the facility.  This system should include:

1) Policies and procedures for screening new employees, new clients, and other people who interact on a consistent basis with clients residing in the facility;

2) Policies and procedures for subsequent screening for employees, clients, and other people who interact on a consistent basis with individuals residing in the facility per State Health Department requirements. 

3) Policies and procedures for reporting positive TB test results to the appropriate State authorities; 
4) Policies for the investigative procedures , per the local health department, that would be put in place should an client or staff person test positive for TB; and 
5) Policies and procedures for the evaluation of the effectiveness of the surveillance system.  

When one or more clients or staff display tuberculosis (TB) symptoms, as substantiated by positive skin testing or x-ray results, they do not return to work until  treatment is in place the  appropriate amount of time and a physician has cleared them for work. 

	W328
	(4) To the extent permitted by State law, the facility may utilize physician assistants and nurse practitioners to provide physician services as described in this section.
	Interpretive Guidelines §483.460 (a)(4)

Refer to the applicable State Nurse Practice Act or applicable Board of Medicine Practice Act to determine the extent that the nurse practitioner or physician assistant may provide physician services  

	
	(b) Standard:  Physician  participation in the individual  program plan.
	Interpretive Guidelines §483.460 (b)



	
	A physician must participate in‑ ‑
	Interpretive Guidelines §483.460 (b)


	W329
	(1) The establishment of each newly admitted client's initial individual program plan as required by §456.380 of this chapter that specifies plan of care requirements for ICFs; and
	Interpretive Guidelines §483.460 (b)(1)

During the admission process, which takes place from the time the client is admitted to the facility to the time the initial IPP is completed, a physician is required to ensure that an assessment of the client's medical status is thoroughly considered and incorporated into the IPP planning process by the team as it develops the IPP.  The physician's input may be by means of written reports, evaluations, and recommendations.

The physician (consistent with Medicaid Utilization Control regulations at §456.380) must evaluate the client at the time of admission to identify all diagnoses and complaints, provide orders for all medications and treatments and provide recommendations for restorative and rehabilitative services.  

§456.380 requires that a physician conduct this initial assessment therefore, it may not be done by a physician extender. 



	W330
	(2) If appropriate, physicians must participate in the review and update of an individual program plan as part of the interdisciplinary team process either in person or through written report to the interdisciplinary team.


	Interpretive Guidelines §483.460 (b)(2)

The need for physician participation on an individual client’s IPP team is determined by the medical needs of the client.  How the physician participates (whether through written report, telephone consultation, attendance at the meeting, etc.) is to be left to the discretion of the facility. In instances, where a client has no overriding medical issues, the nurse of the facility can represent the medical component on the IDT process or consult with the appropriate physician and share the information with the team.  However, in situations where a client’s medical condition is unstable/fragile to the extent that it impacts the training/work that may be planned, the physician must directly participate in providing guidance on the types and extent of programs that would be appropriate considering in the client’s physical limitations.  

If a client is noted to be having difficulty participating in the objectives set forth in his/her  IPP due to serious medical concerns, review the input that was provided by the physician into the development of the plan and whether the IPP team requested such input.  

	
	(c) Standard:  Nursing services.
	Interpretive Guidelines §483.460 (c)



	W331
	The facility must provide clients with nursing services in accordance with their needs.
	Interpretive Guidelines §483.460 (c)

Verify through observations, interview and record review that the nurse  respond timely to all medical concerns reported, conduct assessments as indicated, effect timely and appropriate interventions, communicate with the client’s physicians and other health care professionals as indicated, provide treatments as ordered, monitor client progress following illness or injury and  providing training to clients and/or staff as indicated.

	
	These services must include‑ ‑
	Interpretive Guidelines §483.460 (c)



	W332
	(1) Participation as appropriate in the development, review, and update of an individual program plan as part of the interdisciplinary team process;
	Interpretive Guidelines §483.460 (c)(1)

For those clients who have had an uneventful year medically the facility nurse may elect to submit a summary report to the IDT but would not be required to attend the IDT meeting.  However when a client has had an eventful year medically, this could have an impact on their objectives and accordingly the nurse should participate in the IDT discussion directly. 

	W333
	(2) The development, with a physician, of a medical care plan of treatment for a client when the physician has determined that an individual client requires such a plan; 


	Interpretive Guidelines §483.460 (c)(2)

A medical care plan addresses those clinical treatments and observations that are to be done for the client by the medical staff and other staff of the facility in order to either improve an acute medical condition or to maintain a medically fragile client as clinically stable as possible.  The medical care plan is an adjunct to the IPP and is not considered a substitution for the IPP. 

	
	(3) For those clients certified as not needing a medical care plan, a review of their health status which must‑ ‑
	Interpretive Guidelines §483.460 (c)(2)



	W334
	(i) Be by a direct physical examination;
	Interpretive Guidelines §483.460 (c)(3)(i)

A direct physical examination means a visual review of the body as well as examination/assessment of body systems.  This includes observations made through  non-verbal communication (including visual, tactile, nonverbal gestures, grimaces, etc.) which may be an indication that there is a potential for further assessment and/or monitoring.  A paper review of the client’s medical record and health statistics does not meet the intent of the regulation for a direct physical examination.

	W335
	(ii) Be by a licensed nurse;
	Interpretive Guidelines §483.460 (c)(3)(ii)

The term "licensed nurse" for purposes of this requirement means a registered nurse, a licensed practical nurse or a licensed vocational nurse. Currently licensed by the State in which the facility is located 

	W336
	(iii) Be on a quarterly or more frequent basis depending on client need;
	Interpretive Guidelines §483.460 (c)(3)(iii)

"On a quarterly basis" means that the examinations are conducted approximately 90 days apart (i.e.: scheduled to be conducted approximately once every 90 days).   If during the course of a calendar year, there were three quarterly examinations conducted by a licensed nurse and in the fourth quarter the annual physical examination was performed by a physician, the intent of this requirement is met without the nurse performing an additional examination. 

	W337
	(iv) Be recorded in the client's record; and
	Interpretive Guidelines §483.460 (c)(3)(iv)

The actual findings of each examination and the date conducted must be incorporated into the client’s record. 

	W338
	(v) Result in any necessary action (including referral to a physician to address client health problems).
	Interpretive Guidelines §483.460 (c)(3)(v)

The nursing staff document that referrals are made in a timely manner, if indicated, for any concerns identified in the quarterly examination and all concerns identified are communicated and addressed appropriately:

· Need is fully identified in assessment;

· Appropriate referrals are made;

· Revisions are made to IPP/Medical care plan; and

· Follow-up occurs to the new plan, promptly. 

The medical care plan, if applicable, is updated pursuant to the findings of the quarterly examination. 

	W339
	(4) Other nursing care as prescribed by the physician or as identified by client needs; and
	Interpretive Guidelines §483.460 (c)(4)

Health and wellness are actively promoted, problems are attended to before they become serious, and steps are taken to prevent the recurrence of such problems while responding promptly to client's needs. 

Nursing interventions are implemented as indicated by the needs of the client and consistent with either standard nursing practice principles or orders from the attending physician,   

Client health care complaints are reported, either directly by the client or by the direct care staff, are addressed promptly by the nursing staff. 

	
	(5) Implementing with other members of the interdisciplinary team, appropriate protective and preventive health measures that include, but are not limited to‑ ‑
	Interpretive Guidelines §483.460 (c)(5)



	W340
	(i) Training clients and staff as needed in appropriate health and hygiene methods;
	Interpretive Guidelines §483.460 (c)(5)(i)

Nursing staff periodically provides training to clients and staff on how to care for health needs or conditions, personal hygiene, health maintenance, and disease prevention. Nursing staff actively participates in periodic discussions with client and staff to promote health habits in the areas of diet, exercise and non-smoking.

Based upon individual training needs, the nursing staff provides training in areas such as medications, family planning, prevention of sexually transmitted diseases, control of other infectious diseases, self-monitoring of health status and self-prevention of health problems, etc. The nurses may train clients directly on their objectives or train other staff to do this training as appropriate. 

	W341
	(ii) Control of communicable diseases and infections, including the instruction of other personnel in methods of infection control; and
	Interpretive Guidelines §483.460 (c)(5)(ii)

Nursing staff should actively participate in surveillance and reporting of communicable diseases per CDC guidelines and applicable State laws.  They should teach and promote infection control techniques such as hand washing by clients and staff and should be making periodic observations to ensure that such good infection control techniques are consistently utilized.

	W342
	(iii) Training direct care staff in detecting signs and symptoms of illness or dysfunction, first aid for accidents or illness, and basic skills required to meet the health needs of the clients.
	Interpretive Guidelines §483.460 (c)(5)(iii)

Nursing staff must train and ensure direct care staff demonstrate competency in detecting signs and symptoms of illness, injury, or change in the clients health baseline. 

(e.g., constipation, diarrhea, dehydration, confusion, unexplained weight loss, changes in endurance and changes in respiratory function.)  

Staff are responsive to health care needs or injuries of clients and receive instruction and support during temporary illness of clients. 

If not, review staff training records to determine whether training was provided periodically to the involved employee.  Interview direct care staff to determine their level of understanding regarding the signs and symptoms of illness that are to be reported to the medical staff.  Review the records of clients with recent hospitalizations to verify that staff detected and reported relevant symptoms promptly. 



	
	(d) Standard:  Nursing staff.
	 Interpretive Guidelines §483.460 (d)



	W343
	(1) Nurses providing services in the facility must have a current license to practice in the State.
	Interpretive Guidelines §483.460 (d)(1)

If there are fewer than 10 nurses employed by the facility verify current licensure for all the nurses employed.  If there are more than 10 nurses employed, select a sample of 10 nurses. Verify current licensure for all nurses in this sample. 

The facility should have a procedure  in place to ensure that any contract nursing staff members are currently licensed prior to the provision of services.  Include any contract nurses used by the facility in the sample of nurses reviewed for licensure.

	W344
	(2) The facility must employ or arrange for licensed nursing services sufficient to care for clients' health needs including those clients with medical care plans. 
	Interpretive Guidelines §483.460 (d)(2)

The facility provides for nursing services based on the health needs and conditions of clients residing there. Examples include:

1) physician ordered treatments that require the skills of a licensed nurse;

2) preventive screenings ;

3) assessment and intervention;

4) teaching; and

5) advocacy for the medical services needed by the . 

Client health care needs are met in a timely manner by the available nursing staff.

If nurses, who do not have experience in the care of persons with intellectual disabilities, are employed by the facility they should be provided with a supervised orientation period and on-going educational opportunities to increase their understanding of the client population. 

When one or more clients in the facility has an active medical care plan, There must be 24-hr nursing services on duty.  

	W345
	(3) The facility must utilize registered nurses as appropriate and required by State law to perform the health services specified in this section.
	Interpretive Guidelines §483.460 (d)(3)

Refer to the applicable State Nurse Practice Act.



	W346
	(4) If the facility utilizes only licensed practical or vocational nurses to provide health services, it must have a formal arrangement with a registered nurse to be available for verbal or onsite consultation to the licensed practical or vocational nurse.
	Interpretive Guidelines §483.460 (d)(4)

The facility must have written arrangements with a registered nurse to provide consultation in those instances where LPNs/LVNs provide all the direct nursing care for the clients.  Verify that the agreement requires the RN to respond promptly to all calls from the LPN/LVN and to come on-site to the facility if necessary. The facility must also ensure registered nurse back-up when the primary registered nurse consultant is unavailable (vacations, etc.).  Review documentation in the client records to confirm that the LPNs/LVNs of the facility are consulting the registered nurse consultant when indicated and that she/he responds promptly to such calls. 



	W347
	(5) Non- licensed nursing personnel who work with clients under a medical care plan must do so under the supervision of licensed persons.
	Interpretive Guidelines §483.460 (d)(5)

During observations, discussions with staff and review of client records, confirm that the work of  any direct care staff (caring for clients with a medical care plan) is directed by an onsite licensed nurse with  the nurse  evaluates the care provided by the staff as needed, but at least each tour of duty.  If observations of care indicate that direct care staff are not providing care as directed by the medical care plan review the supervision provided by the nursing staff. 



	
	(e) Standard:  Dental services
	Interpretive Guidelines §483.460 (e)



	W348
	(1) The facility must provide or make arrangements for comprehensive diagnostic and treatment services for each client from qualified personnel, including licensed dentists and dental hygienists either through organized dental services in‑house or through arrangement.
	Interpretive Guidelines §483.460 (e)(1)

It is expected that the clients will obtain dental services (both diagnostic and treatment) from community dentists whenever possible.  In some instances, there may be clients residing in the facility who are physically unable to travel to the community for services. The facility must secure dental services (both diagnostic and treatment) for these clients either through an in-house program, which is part of the organizational and administrative structure of the facility, or through a written agreement with an outside dental service to come into the facility to provide such services.  

In any event, the facility must have written arrangements in place to secure 24/7 emergency dental services for the clients. Confirm through interviews and record reviews that emergency dental services are provided as needed. 



	W349
	(2) If appropriate, dental professionals must participate, in the development, review and update of an individual program plan as part of the interdisciplinary process either in person or through written report to the interdisciplinary team.
	Interpretive Guidelines §483.460 (e)(2)

Reports of dental care may be submitted to the IDT for inclusion in their discussions surrounding either development of the plan or update to the plan. This includes usual procedures a client may have had or be having during the plan development period such as root canal or singular extractions.  Actual attendance at the IDT the dentist may be left to the request of the IDT. 


	W350
	(3) The facility must provide education and training in the maintenance of oral health.
	Interpretive Guidelines §483.460 (e)(3)

Training in the maintenance of oral hygiene is provided to clients who require it, and to those staff who are responsible for carrying out such activities.  The IPP should include an assessment of the client’s ability to perform oral hygiene independently and an associated program if the client is not fully independent.  During observations verify that staff  observe the clients during  oral hygiene programs,  provide prompts to the clients as indicated and  intervene  when necessary.  If staff  are  not following the IPP, interview the staff to determine what training they received to assist clients with oral hygiene programs. 

	
	(f) Standard:  Comprehensive  dental diagnostic services.
	Interpretive Guidelines §483.460 (f)



	
	Comprehensive dental diagnostic services include
	Interpretive Guidelines §483.460 (f)



	W351
	(1) A complete extraoral and intraoral examination, using all diagnostic aids necessary to properly evaluate the client's condition not later than one month after admission to the facility (unless the examination was completed within twelve months before admission);
	Interpretive Guidelines §483.460 (f)(1)

A "month" is defined as the interval between the date of admission and close of business of the corresponding day in the following month. 

The intraoral examination should include not only the teeth and gums but also include an oral cancer screen. 

	
	(2) Periodic examination and diagnosis performed 
	Interpretive Guidelines §483.460 (f)(2)



	W352
	at least annually,
	Interpretive Guidelines §483.460 (f)(2)

Dental examinations occur no less frequently than annually. Clients without teeth must receive an annual oral cancer screening examination. 



	W353
	including radiographs when indicated and detection of manifestations of systemic disease; and
	There should be evidence in dental reports that dentists follow current standards of practice for the performance of x-rays in order to assist in the diagnosis and treatment of the client.

	W354
	(3) A review of the results of examination and entry of the results in the client's dental record.
	Interpretive Guidelines §483.460 (f)(3)

The entry referenced at this regulation is the dental entry into the dental record. See W359 for requirement of copying this dental record into the facility record. 

	
	(g) Standard:  Comprehensive  dental treatment.
	Interpretive Guidelines §483.460 (g)

	
	The facility must ensure comprehensive dental treatment services that include‑ ‑


	Interpretive Guidelines §483.460 (g)



	W355
	(1) The availability for emergency dental treatment on a 24‑hour‑a‑day basis by a licensed dentist; and
	Interpretive Guidelines §483.460 (g)(1)

The facility should be able to produce upon request a written document between the facility and a licensed dentist for 24/7 emergency services for the clients.  The agreement should also indicate what back-up coverage will be provided when the dentist is not available.  



	W356
	(2) Dental care needed for relief of pain and infections, restoration of teeth, and maintenance of dental health.
	Interpretive Guidelines §483.460 (g)(2)

During observations, interview and record review, verify that clients receive dental services as needed. These services include periodic examination, cleanings, prompt treatment of infections, screenings for oral cancer, treatment of injuries, extractions, restorations and pain control.  



	
	(h) Standard:  Documentation of dental services.
	Interpretive Guidelines §483.460 (h)



	
	(1) If the facility maintains an in‑house dental service, the facility must 
	Interpretive Guidelines §483.460 (h)(1)



	W357
	keep a permanent dental record for each client,
	Interpretive Guidelines §483.460 (h)(1)

	W358
	with a dental summary maintained in the client's living‑unit.
	Interpretive Guidelines §483.460 (h)(1)

The “dental summary" refers to the summary of each visit entered by the dental professional.  The note includes any care instructions to be followed up by facility staff as a result of treatment.



	
	(2) If the facility does not maintain an in‑house dental service, the facility must
	Interpretive Guidelines §483.460 (h)(2)



	W359
	obtain a dental summary of the results of dental visits
	Interpretive Guidelines §483.460 (h)(2)

The facility should receive a written report of each dentist visit for inclusion in the client’s record at the facility and for reference by the medical and direct care staff.  

	W360
	and maintain the summary in the client's living unit.


	Interpretive Guidelines §483.460 (h)(2)



	
	(i) Standard:  Pharmacy services.
	Interpretive Guidelines §483.460 (i)



	W361
	The facility must provide or make arrangements for the provision of routine and emergency drugs and biologicals to its clients.  Drugs and biologicals may be obtained from community or contract pharmacists or the facility may maintain a licensed pharmacy.
	Interpretive Guidelines §483.460 (i)
Verify that the facility has a system in place to provide drugs and biologicals as ordered. Where drug pass observation and reconciliation determine the unavailability of drugs and biologicals review the facility’s drug distribution system.



	
	(j) Standard:  Drug regimen  review.
	Interpretive Guidelines §483.460 (j)


	W362
	(1) A pharmacist with input from the interdisciplinary team must review the drug regimen of each client at least quarterly.
	Interpretive Guidelines §483.460 (j)(1)

The primary function of the pharmacist during the quarterly drug review is to identify possible drug interactions, check for evidence of any side effects associated with the drug usage, determine if laboratory results associated with the drug are within normal limits and verify that the facility is administering the medication appropriately.  However in addition, the review should also comment upon the efficacy of the drug use. (blood sugar controlled, blood pressure WNL). In the case of drugs used to manage behavior, the pharmacist may need information from the IDT to determine efficacy.  See Appendix PP to the State Operations Manual (Pharmaceutical Service Requirements in Long Term Care Facilities).



	W363
	(2) The pharmacist must report any irregularities in clients' drug regimens to the prescribing physician and interdisciplinary team.
	Interpretive Guidelines §483.460 (j)(2)

The pharmacist must report apparent irregularities to the physician and the IDT.

The physician and interdisciplinary team members must discuss any irregularities noted.  The physician in conjunction with the IDT make the final determination as to whether to accept or reject the recommendations in the report.  

	W364
	(3) The pharmacist must prepare a record of each client's drug regimen reviews and the facility must maintain that record.
	Interpretive Guidelines §483.460 (j)(3)



	W365
	(4) An individual medication administration record must be maintained for each client.
	Interpretive Guidelines §483.460 (j)(4)



	W366
	(5) As appropriate the pharmacist must participate in the development, implementation, and review of each client's individual program plan either in person or through written report to the interdisciplinary team.


	Interpretive Guidelines §483.460 (j)(5)

Pharmacist participation on the IDT is  at the request of the team.  It would not be necessary for the pharmacist to routinely attend all team meetings when the client is on a stable drug regimen that does not appear to be influencing his active treatment programs.  Pharmacist participation may be appropriate, however, in order to assist the team to develop the most effective training programs when the client is in an evolving situation with their medication such as if the client is beginning a new or more complex drug regimen, the physician has ordered off-label use of a medication or frequent changes in the drug regimen are affecting the IPP planning process.  The input from the pharmacist may be in person, by report in response to certain concerns raised by the IDT or by telephone.  



	
	(k) Standard:  Drug  administration.
	Interpretive Guidelines §483.460 (k)


	W367
	The facility must have an organized system for drug administration that identifies each drug up to the point of administration.
	Interpretive Guidelines §483.460 (k)

During the drug pass observations verify that the facility utilizes an administration system that identifies each drug up to the point of administration. 



	
	The system must assure that‑ ‑
	Interpretive Guidelines §483.460 (k)



	W368
	(1) All drugs are administered  in compliance with the physician's orders;
	Interpretive Guidelines §483.460 (k)(1)


	W369
	(2) All drugs, including those that are self‑administered, are administered without error;
	Interpretive Guidelines §483.460 (k)(2)

A medication error is calculated based on an observed discrepancy during the medication pass between what is ordered and what is administered. This also applies to self-administered medications. 



	W370
	(3) Unlicensed personnel are allowed to administer drugs only if State law permits;
	Interpretive Guidelines §483.460 (k)(3)

Unlicensed personnel administer only those forms of medication which State law permits. Licensed nurse(s) in the facility supervise any administration of medications by unlicensed persons and periodically evaluate their performance. 

	W371
	(4) Clients are taught to administer their own medications if the interdisciplinary team determines that self‑administration of medications is an appropriate objective, and if the physician does not specify otherwise;
	Interpretive Guidelines §483.460 (k)(4)

The interdisciplinary team decision that a self administration 

program is appropriate, as is the case for all formal training objectives, must be based upon accurate, current, valid assessment of the individual’s skills and potential.  The determination as to the appropriateness of a self administration program must never be made singularly on the individual’s diagnosis or current functional abilities.

For clients assessed to be inappropriate for a self administration program, but determined by the interdisciplinary team to possess the capacity to functionally, cognitively, emotionally or developmentally benefit from participation in the drug administration process, it is expected that the facility will provide opportunities for the client to participate in the medication administration process under direct supervision.  This participation can include but is not limited to identifying the medication taken, reaching/grasping a cup of water during the process and placing oral medications in the mouth, etc.

During drug passes observe whether clients are offered the opportunity to participate consistent with their functional skill level and verify that the programs are being carried out consistently and in accordance with the written objective.  For clients not in need of formal self-administration programs who are not provided opportunities to participate in administration process, cite a deficiency at §483.440(c)(6)(vi).

If, as a result of observations and interviews, there are any concerns as to why a client is not on a formal program, the surveyor should review the associated assessments and interdisciplinary discussions.  During this review look for evidence that the interdisciplinary team documented a justification as to why the client was not appropriate for a formal self-administration program and that the justification provided was based on an evaluation of the assessment results.  

	W372
	(5) The client's physician is informed of the interdisciplinary team's decision that self‑administration of medications is an objective for the client;
	Interpretive Guidelines §483.460 (k)(5)

While the IDT may set an objective of self administration of medication for a client, they are required to notify the client’s physician of this proposed objective. If the client’s physician objects on medical grounds, the team must not proceed with the objective until such time as a discussion is held with the physician and he/she agrees to proceed after receiving additional information. 

	W373
	(6) No client self‑administers medication until he or she demonstrates the competency to do so;
	Interpretive Guidelines §483.460 (k)(6)

The written self -administration program for a client must detail the criteria that will be employed by the facility staff to ensure that the client successfully completes all phases of the program and continues to comply with all necessary requirements for self administration. Clients who self administer medications must secure all medications in such a manner as to protect access by other clients or visitors. 



	W374
	(7) Drugs used by clients while not under the direct care of the facility are packaged and labeled in accordance with State law;
	Interpretive Guidelines §483.460 (k)(7)

When clients  go out of the facility for home visits, or to attend work or school, drugs they are taking must be packaged and labeled in accordance with State law by a person authorized by State law to package and label.

	
	(8) Drug administration errors and adverse drug reactions are
	Interpretive Guidelines §483.460 (k)(8)

Documentation of any medication error should be entered into the client’s record and should include what error was made, who was notified of the error, the response of the medical person notified, the physical condition of the client at the time of the notification and subsequent observations of the clients physical condition related to the error.  



	W375
	recorded
	Interpretive Guidelines §483.460 (k)(8)
Documentation of adverse drug reactions should be entered into the client’s record and should include all complaints made by the client or observations made by the staff following the drug administration, the notification of medical personnel, the response of the medical personnel, any emergency actions that were required and all subsequent observations of the client’s condition related to the reaction.  



	W376
	and reported immediately to a physician.
	Interpretive Guidelines §483.460 (k)(8)
“Immediately” means at the time the error or reaction is identified. 

	
	(l)  Standard:  Drug storage and  recordkeeping.
	Interpretive Guidelines §483.460 (l)



	
	(1) The facility must store drugs under proper conditions of
	Interpretive Guidelines §483.460 (l)(1)

Drugs are stored according to manufacturers recommendations. 

	W377
	sanitation,
	Interpretive Guidelines §483.460 (l)(1)

	W378
	temperature,
	Interpretive Guidelines §483.460 (l)(1)

	W379
	light,
	Interpretive Guidelines §483.460 (l)(1)

	W380
	humidity,
	Interpretive Guidelines §483.460 (l)(1)

	W381
	and security.
	Interpretive Guidelines §483.460 (l)(1)

	W382
	(2) The facility must keep all drugs and biologicals locked except when being prepared for administration.
	Interpretive Guidelines §483.460 (l)(2)

	W383
	Only authorized persons may have access to the keys to the drug storage area.
	Interpretive Guidelines §483.460 (l)(2)

"Authorized persons" must be restricted to those who administer the drugs (as allowed by State law) and nursing supervisors (if any).  No other personnel should have access to these keys.

	W384
	Clients who have been trained to self administer drugs in accordance with §483.460(k)(4) may have access to keys to their individual drug supply.
	Interpretive Guidelines §483.460 (l)(2)

Drugs that are self-administered do not have to be double locked.  The purpose for the double locking is to limit access to scheduled drugs.  Since the client is generally the only one who has access to his/her drug supply (with perhaps the exception of a facility's Director of Nursing Services, who may have access to all of the facility's drug supplies), there is no need to further limit access.

	W385
	(3) The facility must maintain records of the receipt and disposition of all controlled drugs.
	Interpretive Guidelines §483.460 (l)(3)

The facility must follow State requirements for the control and disposition of controlled drugs. 

	W386
	(4) The facility must, on a sample basis, periodically reconcile the receipt and disposition of all controlled drugs in schedules II through IV (drugs subject to the Comprehensive Drug Abuse Prevention and Control Act of 1970, 21 U.S.C. 801 et seq., as implemented by 21 CFR Part 308).
	Interpretive Guidelines §483.460 (l)(4)

The facility should follow State requirements for the reconciliation of controlled drugs. 

	W387
	(5) If the facility maintains a licensed pharmacy, the facility must comply with the regulations for controlled drugs.
	Interpretive Guidelines §483.460 (l)(5)

	
	(m)  Standard:  Drug labeling.
	Interpretive Guidelines §483.460 (m)

	
	(1) Labeling of drugs and biologicals must‑ ‑
	Interpretive Guidelines §483.460 (m)(1)

	W388
	(i) Be based on currently accepted professional principles and practices; and
	Interpretive Guidelines §483.460 (m)(1)(i)

	W389
	(ii) Include the appropriate accessory and cautionary instructions, as well as the expiration date, if applicable.
	Interpretive Guidelines §483.460 (m)(1)(ii)

	
	(2) The facility must remove from use‑ ‑
	Interpretive Guidelines §483.460 (m)(2)

	W390
	(i) Outdated drugs; and
	Interpretive Guidelines §483.460 (m)(2)(i)

	W391
	(ii) Drug containers with worn, illegible, or missing labels.
	Interpretive Guidelines §483.460 (m)(2)(ii)

	W392
	(3) Drugs and biologicals packaged in containers designated for a particular client must be immediately removed from the client's current medication supply if discontinued by the physician.
	Interpretive Guidelines §483.460 (m)(3)
 .

	
	(n) Standard:  Laboratory  services.
	Interpretive Guidelines §483.460 (n)

	W393
	(1) If a facility chooses to provide laboratory services, the laboratory must meet the requirements specified in part 493 of this chapter.
	Interpretive Guidelines §483.460 (n)(1)

If the facility performs laboratory services, it must have a current, valid CLIA certificate for the types of tests it is performing.

For the purposes of this regulation, a "laboratory service or test" is defined as any examination or analysis of materials derived from the human body for purposes of  providing information for the diagnosis, prevention, or treatment of any disease or impairment of, or the assessment of the health of human beings.

	W394
	(2) If the laboratory chooses to refer specimens for testing to another laboratory, the referral laboratory must be certified in the appropriate specialties and subspecialties of service in accordance with the requirements of part 493 of this chapter.
	Interpretive Guidelines §483.460 (n)(2)

A facility performing any laboratory service or test must have applied to CMS, and received either a Certificate of Waiver, Certificate of Compliance, or Certificate of Accreditation.  .  An application for a Certificate of Waiver may be made if the facility performs only those tests on the waived list.  A complete list of waived tests can be found at  http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfClia/analyteswaived.cfm 
If the facility performs any test, not appearing on the waived list, a Certificate of Compliance or Certificate of Accreditation is required.  An appropriate CLIA certificate is required regardless of the frequency with which the laboratory services or tests are conducted.  When no tests are performed, a CLIA certificate is not needed.  Facilities only collecting specimens and not performing testing do not need a certificate.  

A not-for-profit or a State or local government organization may have one certificate covering all the facilities it operates (i.e., all the separately certified residences which fall under its governing body), if no more than a total of 15 types of waived or moderately complex laboratory tests are used. This exception applies only to laboratories performing limited public health testing. See State Operations Manual 6008. Each location where a laboratory tests are performed must file a separate application to be separately certified unless the laboratory meets one if the exceptions outlined at 42CFR493.35(b), 493.443(b), or 493.55(b)

Any laboratory located in a state that has a CMS approved laboratory program is exempt from CLIA certification.  Currently there are two states with approved programs: Washington and New York. New York has a partial exemption; therefore, if the laboratory is located in New York, contact the New York State Agency to determine if the exemption applies.
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