RCS Management Bulletin: Storage & Management of Controlled Medications
October 5, 2018
Page 2

[image: image1.png]


[image: image2.png]



STATE OF WASHINGTON

DEPARTMENT OF SOCIAL AND HEALTH SERVICES

Aging and Long-Term Support Administration

Residential Care Services
R018-062 – INFORMATION
October 5, 2018
	TO: 
	RCS Regional Administrators

RCS Field Managers

RCS Management Team

RCS Compliance Specialists

	FROM:
	Candace Goehring, Director

Residential Care Services

	SUBJECT: 
	CLARIFYING INFORMATION REGARDING STORAGE AND MANAGEMENT OF CONTROLLED MEDICATIONS  

	Purpose:
	· To provide clarifying information and to alert providers and surveyors of the controlled medication storage requirement and reconciliation requirement in the nursing home setting.
· To alert surveyors and others reviewing the Medication Storage and Labeling form (a Long Term Care Survey pathway) of language on the pathway that is inconsistent with guidance in Appendix PP.

	Background:
	· The Center for Medicare and Medicaid Services (CMS) revised Appendix PP of the State Operating Manual (SOM) and released the new rules and guidance for use on 11/28/2017.  The revisions included expanded and revised rules and guidance for Pharmacy Services (F755) and Labeling and Storage of Drugs and Biologicals (F761). 
· Definitions found in F755 and/or F761 of the SOM:
· “Controlled Medications” are substances that have an accepted medical use (medications which fall under US Drug Enforcement Agency (DEA) Schedules II—V), have a potential for abuse, ranging from low to high, and may also lead to physical or psychological dependence.
· “Reconciliation”—for the purpose of this guidance—refers to a system of recordkeeping that ensures an accurate inventory of medications by accounting for controlled medications that have been received, dispensed, administered, and/or, including the process of disposition.
· WAC 246-865 Pharmaceutical Services—Extended Care Facility also governs nursing home pharmacy services. 
· A pathway to guide surveyors in the investigation of medication storage and labeling during the Long Term Care Survey Process (LTSCP, the recertification survey), CMS-20089, was revised February 2017 and released for use 11/28/2017 with the LTSCP.

	What’s new, changed, or

Clarified:
	Controlled Medication Storage

· F761 in Appendix PP of the SOM (§483.45(h)(2)), states, “The facility must provide separately locked, permanently affixed compartments for storage of controlled drugs listed in Schedule II of the Comprehensive Drug Abuse Prevention and Control Act of 1976 and other drugs subject to abuse [emphasis mine], except when the facility uses single unit package drug distribution systems in which the quantity stored is minimal and a missing dose can be readily detected.” 

· The guidance further clarifies, “Schedule II-V medications must be maintained in separately locked, permanently affixed compartments.”  The guidance makes some exceptions for controlled medication storage in a single unit package medication distribution system.
· The wording of the rule about medication storage has not changed, but the guidance to maintain Schedule IV-V medications separate from non-scheduled drugs is new.  This guidance exceeds the state rules that govern controlled medication storage in nursing homes (WAC 246-865). 
Controlled Medication Reconciliation

· F755 in Appendix PP of the SOM states §483.45(b) “The facility must employ or obtain the services of a licensed pharmacist who, (b)(2) Establishes a system of records of receipt and disposition of all controlled drugs in sufficient detail to enable an accurate reconciliation; and, (b)(3) Determines that drug records are in order and that an account of all controlled drugs is maintained and periodically reconciled.”
· With regard to periodic reconciliation, the pharmacy services regulations do not specifically address the frequency of counting or reconciling controlled medications.
· Guidance at F755 states, “Because diversion can occur at any time, periodic reconciliation should accommodate actual facility experience, such that if there is any evidence or even suspicion that diversion may be occurring, then that may dictate conducting the periodic reconciliation as frequently as daily. State or other federal requirements may specify the frequency of reconciliation.”
· State WAC 246-865-060, in (6)(d) specifies, “At least once each 24 hours, the amount of all Schedule II controlled substances stored in the facility shall be counted by at least two persons who are legally authorized to administer drugs. A similar count shall be made of all Schedule III controlled substances at least weekly. Records of counts shall be entered in the Schedule II and III controlled substances book(s).”  Section (6)(h) allows a nursing home to vary from the standard in (6)(d), “if they are using a unit dose drug distribution system and if that system provides for the accurate accounting, by the nursing home and the supplying pharmacy, of the receipt and disposition of all Schedule II and III controlled substances.”
· State WAC 246-865-060 (1)(c) states in part, “The pharmaceutical services committee develops and maintains written policies and procedures for safe and effective drug therapy, distribution, control, and use which are current and followed in practice.”

· The language about periodic reconciliation of controlled medications in F755 has not changed with this revision, though there more emphasis in the guidance about having a system that identifies and prevents diversion.  Since “periodic reconciliation” is defined by facility experience, providers may want to determine what periodic will be for their facility through discussions with their pharmaceutical committee members, and maintain documentation of their process in policies and procedures as noted above. 
Medication Storage and Labeling Pathway (CMS-20089)

· CMS-20089 Medication Storage and Labeling (02/2017), a pathway published by CMS for use by surveyors during the LTCSP, contains a checklist on the upper part of the form.  Through observation, surveyors try to affirm items on the checklist.  
· The second item on the checklist, “Schedule II controlled medications (excluding single-unit packaging in minimal quantities that can readily be detected if missing) were maintained within a separately locked permanently affixed compartment,” is not congruent with the scope of the guidance in F761.  The guidance states, “Schedule II-V medications must be maintained in separately locked, permanently affixed compartments.”
· CMS recognizes there is inconsistency in the language and plans to update CMS-20089 in a future revision. When evaluating storage of controlled medications, surveyors should follow the language in the current guidance at F761 in Appendix PP. 
Communication to Nursing Home Administrators

· The attached NH Administrator letter provides information about rules regarding controlled medication reconciliation and storage.  It also notifies providers that CMS-20089 does not capture the full scope of the guidance about storage of controlled medications.

	ACTION:
	RCS NH Staff will:

· Review this information and be familiar with the rules and guidance in the SOM for F755 and F761.  

	Related 
REFERENCES:
	WAC 246-865
State Operations Manual, Appendix PP
DEA and Drug Scheduling Information

	ATTACHMENTS:   
	1. Dear NH Administrator – ALTSA: NH #2018-024
2. CMS-20089

	CONTACTS:
	RCS Field Managers
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