October 31, 2008

Water Docket

Environmental Protection Agency

Mailcode: 4203M

1200 Pennsylvania Avenue, NW

Washington, DC  20460

Attention:  Docket ID No. EPA-HQ-OW-2008-0517

To Whom It May Concern: 

The American Association of Homes and Services for the Aging (AAHSA) appreciates the opportunity to comment on the proposed Study of Unused Pharmaceuticals from Medical and Veterinary Facilities (New), EPA ICR Number 2316.01, OMB Control No. 2040-New and, more specifically, the “DRAFT Questionnaire for Unused Pharmaceuticals Disposal in the Health Services Industry” (the “Questionnaire”).

The members of the American Association of Homes and Services for the Aging (www.aahsa.org) serve as many as two million people every day through mission-driven, not-for-profit organizations dedicated to providing the services people need, when they need them, in the place they call home.  Our 5,700 members offer the continuum of aging services: adult day services, home health, community services, senior housing, assisted living residences, continuing care retirement communities and nursing homes.  AAHSA's commitment is to create the future of aging services through quality people can trust.  

As a general matter, AAHSA applauds the desire of the EPA to protect the nation’s water supply and to identify possible risk areas, including the potential for harm presented by the disposal of unused pharmaceuticals.  That said, however, AAHSA questions the appropriateness and overall efficacy of the Questionnaire for long term care, particularly given the enormous commitment of time and resources necessary to complete it.  The aging services field as a whole struggles beneath a heavy regulatory burden and a critical nursing care staff shortage—recent calculations estimate that there are nearly 100,000 vacant nursing and related care positions in nursing homes.
  
Requiring facilities to complete a 22-page survey instrument will necessarily take valuable staff time away from resident care, particularly since the accurate completion of the Questionnaire will require staff, after-the-fact, to go back to individual resident records and determine the exact disposition of every dose of every pharmaceutical prescribed for those residents.  A more logical first step for the EPA would be simply to query long-term care facilities about their general medication disposal practices, then follow up with more specific questions if the responses to the initial query warrant it.  
AAHSA has the following additional comments and concerns regarding the Questionnaire:  

I. Introduction

· The Questionnaire must more clearly specify what is meant by the term “long term care facility.”  The panoply of long-term care services includes everything from home health, adult daycare and senior housing, to assisted living, in-patient hospice and nursing/skilled nursing facilities.  As a practical matter, nursing facilities and in-patient hospice facilities are the only long-term care settings in which the provider has access to information regarding the disposal of unused medication—in most cases, state law prohibits assisted living facilities from maintaining medications and the residents of those facilities are responsible for obtaining their own medication.  Accordingly, the Questionnaire should apply only to nursing facilities and inpatient hospice facilities.  This comment applies equally to the definition of Long Term Care Facility found in Part D of the Questionnaire.
II. Instructions for Completing the Questionnaire
· The Questionnaire calls for it to be completed manually in black ink or typed.  Provision should be made for the Questionnaire to be completed electronically or by computer.  Typewriters are in short supply in this digital age.
· The instructions direct respondents to enter “N/A” if a question is not applicable to the responding facility, yet there are few places on the Questionnaire in which “N/A” is an option.  More importantly, the Questionnaire does not instruct respondents what to enter if the question is applicable but the answer is unknown.  The Questionnaire should be modified accordingly.
· Under the heading of “Certification,” the word “distribution” should be replaced with the word “disposal,” since disposal is the operative activity that is sought to be measured by the Questionnaire.  If a facility has not disposed of pharmaceuticals, it should not be required to complete the Questionnaire.  
· The instructions state that the response to the Questionnaire is due 60 days after receipt.  We question how the EPA will be able to determine when the Questionnaire is received unless it is being mailed by certified mail for which a signature of the recipient is required.
III. Confidential Business Information

· All information provided by respondents should be confidential and reported only on an aggregated basis since the stated goal of the Questionnaire is to obtain full, accurate information about medication disposal practices in the health care field.  This should be clearly stated.  Outside of a specific request to claim information as confidential, providers are left with the statement that “EPA may make the information available to the public without further notice.”  Such a disclosure policy will undoubtedly have a chilling effect on completion of the questionnaire and the responses received. 
IV. Certification Statement

· Again, as noted in the comments to the Instructions above, certification should pertain to “disposal” of pharmaceuticals rather than “distribution” of pharmaceuticals.  If a facility has not disposed of pharmaceuticals, it should not be required to complete the Questionnaire.
· The certification requires a corporate level person to certify both the accuracy and completion of the Questionnaire.  This necessarily will require the facility to complete the process not once, but twice.  One commenter noted, “I know as a corporate level employee, I would not feel comfortable signing this certification (as it also certifies awareness of possible fines and imprisonment) unless I verified the information was accurate, which means I would have to review all the data as well.”    

· Another reviewer offered that the Certification Statement would be difficult, if not impossible, for most facilities to complete honestly because the only pharmaceuticals long-term care facilities “dispose of” are narcotics.  Non-narcotic medications are returned to the pharmacy for credit; given to the resident/family upon discharge; or given to a distribution center for disadvantaged patients.”   

V. Part A:  Facility Information

· Some reviewers noted that many of the questions “seem ‘demographic’ in nature,” and questioned the necessity of providing this information.  One reviewer requested further clarification regarding, for example, “what relationship to pharmaceutical disposal does information regarding the revenue and expenses of the reporting organization—or in the case of non-profit organizations—revenue and expenses of other organizations owned by the organization (which may not be health care facilities) have?  And why are revenues and expenses for the past three years required?”
· Reviewers noted duplication in the information requested (e.g., repeating of name, address, etc.).
· The portion of Question A-6 pertaining to long-term care facilities should be revised to reflect the definition of “Long Term Care Facility” contained in Part D of the Questionnaire, as amended according to the comments in this letter.  Specifically, that portion of Question A-6 should read as follows:

“What type of facility do you operate?

· Long Term Care Facility

· Nursing Facility

· In-patient Hospice”
It is not clear why a distinction between CCRCs and other forms of long-term care facilities is being made/requested when the Questionnaire will only apply to the licensed/certified nursing care component of the CCRC, i.e., the SNF / NF.  A CCRC provides independent / residential living, assisted living, and a variety of health services based on the needs of the persons served.  Persons electing residence in a CCRC enter into a contractual agreement for long-term care that spans independent living through nursing facility services.  The residents in CCRC-affiliated nursing facilities are those individuals who have progressed through the life care continuum in accordance with declining health status and rising care needs.  Persons residing in the independent living sector of the CCRC self-administer and/or maintain their medications in the same fashion or manner as others living in their own homes.  Medication administration / disposal in the assisted living component would be governed under the respective state law and regulations.
See comments to the Introduction and Definitions sections for further elaboration on the issue of what facilities should be included in the definition of Long-Term Care facility.  

· Particular concern was expressed by AAHSA members about the fact that historical information is being sought in Questions A-11 through A-24.  Specifically, one commenter noted that if a provider is still with the same pharmacy, the ability to extract the information sought from a computer archive can depend on the individual pharmacy’s software capabilities.  If retrieving the data from an archive is not an option, the only alternative would be to review every Medication Administration Record (MAR) for every month on every resident.  Bearing in mind that long-term care facility medical records are stored individually, this will not be as simple as pulling a folder labeled “May, 2007, MAR’s.”  As a result, one reviewer suggested an alternative to the current proposal that would afford facilities 120 days in which to return the Questionnaire, with data collection proceeding prospectively from the point of receipt. This would allow facilities to gather the information on an ongoing basis for 3 months, with 30 days to complete submission.  This would be considerably less excruciating for the facility in terms of the time and resources necessary to provide the EPA with a complete and accurate survey instrument. 
· Further clarification is requested regarding the first question, “Who obtains pharmaceuticals from the pharmacy?” in Table A-1.  Is this intended to address securing the delivery of the medications from the pharmacy, or who receives and signs for them at the facility?  Also, clarification is needed on the second and third questions with respect to the distinction between who “maintains” pharmaceuticals and who “has ownership” of the pharmaceuticals being stored at the facility.
· Reviewers noted that answering Question A-12 will be extremely time consuming for the facility since each Medication Administration Record (MAR) would have to be reviewed for the number of medications and method of administration and then totaled.  One reviewer questioned why it would not be sufficient to ask for the average number of medications per resident and the average number of treatments per residents, while another suggested that attending pharmacies would have a more accurate record of the medications delivered/dispensed to a particular facility.  
· As currently drafted, Question A-13 was observed to be illogical and/or contradictory.  If the “doses administered per month to all patients or residents” are, in fact, administered, how are they unused or in excess?

Several reviewers commented that Question A-14 will be a “guessing game” for many facilities because the total number of medications brought into a long-term care facility is not counted or tracked in the aggregate.  Consequently, the ability to estimate the percentage of unused pharmaceuticals simply isn’t possible.  In addition, pharmacies review medication rooms and carts monthly for expired meds, meds no longer being given, etc., and remove them.  Again, the pharmacy rather than the facility would have the necessary information. 
· Reviewers responded that Questions A-15 and A-16 may be difficult if not impossible for some facilities to complete due to staff turnover rates.  Again, a prospective, “current day” assessment may be more feasible and/or realistic.   

· With respect to Question A-18, reviewers cited data collection concerns similar to those identified above. Some noted that disposal / destruction data are likely to be stored in a file labeled by month, but that information related to the return questions is maintained in residents’ individual medical records, rendering it far more difficult to obtain.  

· Regarding Table A-3, which asks for the percentage(s) of pharmaceuticals disposed and by whom, AAHSA members responded that this is an enormous amount of information for a long-term care facility to provide given the large number of medications prescribed for residents.  Further, there would be “almost no way for the provider to track such information 100% accurately.”  At the very least, producing such information would require many, many clinical staff members, such as nurses, to become involved in the tracking and recording required.  Again, this would necessarily pull those staff members away from their clinical duties to complete more paperwork.  Another reviewer observed that nearly all nursing homes would have to rely on whomever is engaged to provide their pharmaceuticals―in most cases a retail pharmacy operation―to track and provide a great deal of the required information, leaving the provider’s control over accuracy and verifiability very weak, yet the provider is the organization required to certify the Questionnaire and risks liability for any inaccuracy.  
· Reviewers again observed that the information called for by Question A-20 will be difficult to determine and a “guessing game.”  Specifically, at the point a medication is discontinued, a resident is discharged, etc., the nurse providing care removes the medications from the cart/storage and places them in the pharmacy container for return.  Narcotics are secured under a double-lock system until the pharmacist’s visit at which point they are destroyed by the pharmacist and a nurse.  Narcotics require two people to be present to destroy/flush down the toilet and/or sink.  Prospective data collection was again recommended as a more viable alternative.   
· With respect to Question A-21, reviewers responded that the only disposal records available would be the “narcotic sheets. 
· Comments received about Questions A-21 and A-22 were consistent with those stated above, i.e., see comments regarding Question A-20; see comments to Questions A-15 and A-16 regarding staff turnover.   

VI. Part B:  Financial and Classification Information - Facility and Organization

· Again, reviewers questioned the purpose and relationship of this information to the disposal of pharmaceuticals, noting that Question A-20 addresses the information required to evaluate possible economic impact.  Reviewers also responded that this item would constitute a duplicative effort since providers are already mandated to submit this information to other agencies, e.g., on their cost reports, and if required, is available to and should be obtained by the EPA from other government sources.
· Question B-8 should include the same categories as Question B-4.  As currently drafted, it omits non-profit organizations.
VII. Part D:  Definitions
· As stated elsewhere in this letter, the definition of “Long Term Care Facility” needs substantial reworking to accurately refer only to those facilities—in-patient hospice facilities and nursing/skilled nursing facilities—that are responsible for obtaining, maintaining, administering and disposing of medications.  Additionally, the first sentence of the definition necessarily would not cover in-patient hospices because they provide palliative care rather than rehabilitative, restorative and/or ongoing skilled care.
· “Pharmaceuticals” are defined as “any chemical or biological substance, that . . . will cure or reduce the symptoms of an illness . . . .”  This implies that medications qualify as “pharmaceuticals” only if their administration guarantees a cure or reduction of symptoms.  AAHSA recommends that the definition be revised to read, in pertinent part, “any chemical or biological substance . . . that when taken by the resident . . . is intended to cure or reduce the symptoms . . . .” 
Again, AAHSA appreciates the opportunity to submit comments on the Questionnaire.  If you wish to discuss any of these comments further, please do not hesitate to contact us.  We look forward to our continued work with you on this and related issues.

Sincerely,

Jennifer L. Hilliard 






Evvie F. Munley

Public Policy Attorney





Sr. Health Policy Analyst

� American Association of Colleges of Nursing (AACN); “Nursing Shortage Fact Sheet; Updated April, 2008.





