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October 12, 2015 

Andrew M. Slavitt 

Acting Administrator 

Centers for Medicare & Medicaid Services 

U.S. Department of Health and Human Services 

Hubert H. Humphrey Building, Room 445-G 

200 Independence Avenue, SW 

Washington, DC 20201 

Re: Medicare and Medicaid Programs; Reform of Requirements for Long-Term Care Facilities; Proposed 

Rule [CMS-3260-P] 

Dear Acting Administrator Slavitt: 

PMDA (Pennsylvania's Society for Post-acute and Long-term care Medicine) appreciates the 

opportunity to comment on the Centers for Medicare & Medicaid Services (CMS) proposed revisions of 

the nursing facility licensure regulations: Reform of Requirements for Long-Term Care Facilities (CMS-

3260-P}. PMDA is the professional society of nursing home medical directors, nursing home attending 

physicians and advanced practice providers, and other professionals practicing in the post-acute and 

long-term care (PA/LTC) continuum. We work to ensure excellence in patient care and to promote the 

delivery of quality PA/LTC medicine. 

PMDA offers the following specific comments on the CMS proposed regulatory reforms: 

1. 483.5 Definitions 

• PMDA members regularly utilize and rely on the skills of the health care team including 

pharmacists, respiratory therapists, dietitians and psychologists. We feel these individuals 

should be included under the definition of licensed health professionals. 

2. 483.1 Resident rights 

• PMDA fully supports the rights of LTC residents to the extent of appropriate decision-making 

capacity. 

• PMDA supports physician professional requirements including basic credentialing, as well as 

practice and performance evaluation. 
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3. 483.20 Resident Assessment 

• Mental illness is prevalent in LTC residents, and requires appropriate assessment and 

treatment. These individuals are often not diagnosed or treated in the outpatient or hospital 

setting. While improvement in mental health recognition is necessary, the current PASRR 

process does not adequately identify these individuals or improve treatment process. PMDA 

does not support mandatory PASRR discharge reporting. 

4. 482.21 Comprehensive care planning 

• PMDA supports person centered care planning. This is more than an admission step, and is 

better seen as a dynamic and ever moving target based on the individual's physical and 

mental health condition. The care plan should be tailored to cultural preferences and 

differences- and "one size does not fit all". Surveyor guidance must allow for unique 

accommodations based on the individual and the setting. 

• PMDA supports discharge summaries from nursing facilities that include accurate and 

pertinent information for subsequent providers. We believe that the improved discharge 

standards increasingly utilized by hospital should apply to all care settings and not just long

term and post-acute care. 

5. 483.25 Quality of care and quality of life 

• PMDA strongly supports encouragement and utilization of advance care planning 

documents in LTC such as advance directives/living will. However, these documents are not 

always applicable (ie if resident is not deemed terminal), and do not always lead to 

actionable medical orders. Utilization of POLST in LTC has sparked discussions, increased 

resident choice and autonomy, and has clearly led to more medical orders documenting the 

resident's wishes. Published studies demonstrate the positive impact of POLST documents in 

the nursing facility setting. PMDA supports use of POLST documents throughout the long

term care continuum. 

• PMDA agrees with limiting the use of bed rails, unless they improve the comfort and quality 

of life of the individual. 

• PMDA supports efforts to restore urinary/fecal continence, but notes that this is not 

reasonably feasible in many individuals. PMDA supports avoidance of urinary catheters. if at 

all possible. 

• PMDA believes that serum protein levels typically reflect underlying disease state, and have 

significant limitation as a parameter of nutritional status. Serum protein level should not be 

checked or interpreted as a measure of nutritional well-being 

• PMDA supports hydration maintenance when it is consistent with the individual's 

preferences and possible with the underlying disease state. We see residents on a daily 

basis whose declining health and progressive disease result in decreased eating and 

drinking, leading to unavoidable dehydration. Dehydration due to inadequate fluid access is 

never acceptable. Dehydration as evidence of declining health and inability to drink may be 

a normal part of the dying process, but comfort/palliative measures should always be given 

in this setting. 



6. 483.30 Physician services 

• PMDA fully supports attempts to reduce unplanned hospitalizations and re-hospitalizations, 

and our members across the state work every day to accomplish this goal. We believe these 

efforts are improved by a comprehensive evaluation upon admission, regular presence of 

the provider in the facility, staff recognition of clinical change, prompt communication 

between nursing staff and provider, regular utilization of POLST documents, appropriate 

engagement of POAs, and strong medical director oversight. 

• PMDA supports the role of advanced practice providers in LTC to evaluate clinical changes 

and initiate treatments that prevent hospitalization. 

• PMDA strongly opposes any requirement for an on-site visit by a provider prior to hospital 

transfer. Such a requirement is not feasible or necessary. Furthermore, such a requirement 

is not consistent with standards of practice in the nursing facility or other clinical settings, 

and this proposed requirement is not supported by any evidence-base. This is a clinical 

decision not a regulatory one. Resident conditions can change abruptly 24/7. Requiring a 

face-to-face visit prior to transfer would inappropriately delay care, potentially jeopardizing 

the resident's health and increasing mortality. 

• PMDA believes that therapeutic diets should be ordered by the medical provider, based on 

the medical condition, with integrated input from the dietitian. Nutritional health is closely 

tied to medical condition and medications, and is broader than just a diet. 

• PMDA supports the ordering of rehabilitation services by the medical provider, as impaired 

function often correlates with overall medical condition and medications. The therapy staff 

should be an integral part of recommendations, with oversight from the physician/medical 

director. 

7. 483.35 Nursing services 

• PMDA members rely every day on the multiple diverse skills of the nursing staff. LTC nursing 

staff operate in a unique environment that is often quite different from hospital skills. 

PMDA supports training and skills for LTC nurses, and recognition of "best skills" in 

particular individuals. 

8. 483.40 Behavioral health services 

• PMDA expects our members to be comfortable in recognizing, assessing, and managing 

behavioral and psychiatric issues. We support attempts at decreased medication burden for 

all medications, including psychopharmacological medications. We also support person 

centered care which focuses on the physical and emotional well-being ofthe individual. In 

many individuals, this results in a decrease in medication treatment. In some individuals, 

this results in the addition of medication including psychopharmacological medications. 

Nonpharmacological interventions are recommended as first steps. However, the evidence 

base demonstrating their use is quite limited. Available studies demonstrate mixed results 

with some interventions showing possible small to moderate effects, but others 

demonstrating no impact. Thus it is clear that behavioral approaches may have limited 

impact in certain situations. 



o JAm Med Dir Assoc. 2012 Jul;13(6):503-506.e2. doi: 10.1016/j.jamda.2011.12.059. 

Epub 2012 Feb 17. Efficacy and feasibility of nonpharmacological interventions for 

neuropsychiatric symptoms of dementia in long term care: a systematic review. 

o Arch Intern Med. 2006;166(20):2182-2188. doi:10.1001/archinte.166.20.2182. 

Effectiveness of Nonpharmacologicallnterventions for the Management of 

Neuropsychiatric Symptoms in Patients With Dementia 

9. 493.45 Pharmacy services 

• PMDA values the input of our consultant pharmacists. The evolving world of EHRs has 

created interoperability and access issues for the pharmacist. 

• The pharmacist should be able to report any concerns to the responsible individual in the 

facility- ie medications to physician, vital sign monitoring to nursing staff, completing 

ordered tests to support staff, etc. 

• Formal documentation of the pharmacist's concerns, and documentation ofthe response 

should occur within the paper charts or EMR. 

• PMDA supports maintaining the existing F329 definition of psychopharmacological 

medications as meds that are given with the specific purpose of affecting mood, cognition, 

and behavior. Many medications (blood pressure, diabetes, incontinence, pain, etc) can 

affect brain function, but are not typically considered psychopharmacologic medications. 

Broader definitions of psychotropic drugs would raise challenges in survey scrutiny, and 

potentially lead to inappropriate avoidance of use. 

• PMDA does not support moving the current regulations regarding unnecessary medications 

(F329) to Pharmacy Services. We feel this accountability also lies with medical providers and 

nursing. 

• PMDA supports the considered and judicious use of all medications including PRN. We 

believe that all medication should be reviewed for efficacy, benefit and side effects- always 

with consideration of decrease or discontinuation. We strongly oppose the proposed time 

frame of 48 hours to assess effectiveness for PRN medications. The condition for which the 

PRN medication is given may occur episodically, and not for days or weeks (i.e. pain 

medication for knee pain). The older individual's response to medication changes is often 

delayed, requiring days to weeks to determine efficacy. The treatment and monitoring 

program should be tailored to the individual, based on their unique condition and emotional 

state. Again, this is a clinical judgement and should follow existing standards of medical 

practice. 

10. 483.50 Laboratory, radiology and other diagnostic services 

• PMDA agrees that diagnostic test results should be addressed in a timely fashion. Most test 

results, even those flagged as being "out of normal range" do not require immediate 

response. Many of our facilities have successfully utilized physician notification protocols, 

such as those developed and supported by AMDA and PMDA, that guide facility staff 

regarding timing of notification. This is an accepted practice in medicine. We support use of 

the phrase "timely" in the proposed regulations, as this allows for a response appropriate to 

the particular situation. We also support formalized physician notification guidelines. 



11. 483.55 Dental services 

• PMDA supports appropriate oral care services for our residents, including dentures. We 

disagree with a three-day requirement for dental consult following loss of dentures. 

Facilities are already challenged to secure dental services for routine visits. Most dental 

providers do not provide care onsite in the nursing facility setting. For those that do, it may 

not be feasible for them to come immediately to the facility. This is particularly true for 

rural-based facilities. Transport out of the facility to a dental provider's office is frequently 

difficult, requires a dental provider trained and equipped to take care of functionally and 

cognitively impaired individuals, and for some residents may not reflect their care wishes. 

Dentures lost on a Thursday afternoon would require a consult by Sunday afternoon

clearly not easily accomplished. Adequate nutrition and fluids can be given on short-term 

basis without dentures, as we see some of our residents choose to live without dentures for 

years. 

12. 483.60 Food and nutrition services 

• PMDA supports an interdisciplinary process for assessing and managing a resident's 

nutritional needs including the prescription of an appropriate diet. Such a choice should be 

based upon the resident's condition, prognosis, nutritional assessment, and resident's 

choice. We have witnessed an increase in the recommendation and use modified diets 

without careful consideration of the evidence supporting these diets nor the impact on the 

quality of life of residents. Ordering of therapeutic diets should be done by the physician 

and I or advanced healthcare provider as a collaborative process, and not delegated to the 

dietician. 

13. 483.75 Quality assurance and performance improvement 

• PMDA fully supports development and maintenance of a systems driven quality 

improvement culture within nursing homes. In particular, PMDA strongly advocates for the 

active engagement of medical directors and other medical providers as appropriate in this 

process. Quality improvement activities should be driven through the facilities Quality 

Assurance and Performance Improvement (QAPI) program, focusing on areas identified by 

the facility as high volume, high risk, and high impact. In order to address known challenges 

facilities face in evaluating data and implementing Ql activities [see OIG report 2003], CMS 

must provide facilities with access to guidance and training in QAPI methodology as well as 

effective QAPI tools. 

14. 483.8 Infection control 

• PMDA supports a developed and efficient infection control program, with the input of a 

trained infection prevention and control"coordinator'' whose primary, though not only, 

responsibility would be overseeing the facilities infection control program. PMDA strongly 

feels it is essential that the medical director and/or her/his designee, be actively involved in 

the facility's infection control program. 



• PMDA feels that dates for influenza vaccination should not be specifically defined. Influenza 

activity varies by local region. In addition, vaccine supply will vary locally as well owing to 

the complex production and distribution systems in place. Spot shortages and mismatched 

distibutions frequently occur. As members of the National Adult Immunization Summit, 

AMDA and PMDA have worked with the CDC and vaccine manufacturers to address vaccine 

supply issues for many years and have a detailed understanding of the complexity of this 

issue. Dates for determining when vaccination should begin should be based upon 

assessment of influenza activity in the local community, and availability of vaccine .. 

Leon Kraybill MD, CMD 
PMDA President 


