Pharmacy Quality Alliance

Quality Measures for Patient Safety

	Measure Title

	Measure Description/Definition

	High Alert Drug Review – Indicator 1
	Percentage of high alert drug reviews conducted by a pharmacy when presented with a High Alert Drug prescription


TYPE OF MEASURE: 

_____ Drug plan evaluation of pharmacy networks (drug-claims only) 
_____ Health plan evaluation of pharmacy networks (medical and drug claims) 
__X_  Pharmacy self-assessment (internal data) 

DATA SOURCE: 
_____ Currently available in today's marketplace 

_____ Would rely on development of a data field that is not readily available today 

__X__ Would rely on self-reported pharmacy level data 

_____ Would rely on health plan reported data from multiple health plans 

_____ Other 


EVIDENCE-BASE TO SUPPORT THE MEASURE: 

___ Currently available and documented herein 

____ PQA would need to compile the evidence-base 

__X_ Cluster Group has attempted to compile the evidence-based to support this measure, and it is not readily available. ISMP study not yet published.



RECOMMENDED ACTION FOR PQA at this meeting: 

​​​​_____ Measure concept is ready for approval, evidence base to support measure concepts exists and is documented, data source is in place, and concept should be moved forward to measure validation, testing and technical spec development 
__X__ Measure concept is ready for approval, but evidence based to support measure needs to be further fleshed out before further measure development would begin. ISMP study not yet published.
_____ Measure concept is ready for approval, but PQA should work with entities to develop the data source to support this measure, and the evidence base to support this work. 
_____ Measure concept is ready for approval, and the following steps need to be taken before measure moves forward for validation and testing: 

Pharmacy Quality Alliance

Quality Measures for Patient Safety

	Measure Title

	Measure Description/Definition

	High Alert Drug Review – Indicator 1
	Percentage of high alert drug reviews conducted by a pharmacy when presented with a High Alert Drug prescription


Description:

This measure will determine the proportion of prescriptions for High Alert Drugs that have an accompanying High Alert Drug review, which may include additional evidence of actions following pharmacotherapy review. It is calculated from a population of all high alert drug prescriptions both new and refill received by the pharmacy during the measurement period.  These drugs will be identified by an AHRQ/ISMP study1 that is underway to identify High Alert Drugs in community pharmacy practice. Examples of High Alert Drugs that ranked top on the list based on a prioritization algorithm are Warfarin and Fentanyl Patches.  This measure will focus on only 1-2 drugs not the entire list.
Definitions:

· High Alert Drugs (HAD)1: drugs that have a high risk of causing patient injury or death if used incorrectly (e.g., medication error). Although errors may or may not be more common with these medications, their consequences are often more devastating, therefore special precautions are necessary to reduce risk.  

· DUR Note: an entry by the pharmacist on the patient’s electronic prescription record that overrides or justifies the use of the High Alert Drug

· Medication Profile Note: an entry by the pharmacist on the patient’s prescription profile that overrides or justifies the use of the High Alert Drug

· Medication Regimen Review Note: an entry by the pharmacist on the patient’s Medication Therapy Management record that overrides or justifies the use of the High Alert Drug

· High Alert Drug Review: documentation of an over-riding DUR note, a medication profile note or medication regimen review note (1) justifying the use of the drug, (2) documenting a pharmacotherapy review of the use for the drug, (3) documenting discussions with the prescriber about the need for the drug and any decision to amend/eliminate, (4) documenting discussions with the patient about safe use of the drug or,  (5) other documentation that the use of the drug is needed and that the patient’s outcomes are being carefully monitored.  Each episode of reviewing a High Alert Drug represents an event-opportunity that contributes to the numerator.  

· Safety Continuum: safety activities can be divided into 3 time periods (on a continuum of pre-, present, post-).  Dispensing the medication is the point of reference in the present time.  

Rationale:

In the ambulatory care milieu, pharmacists are the last provider to assure safe use of HADs and are in an ideal position to improve the likelihood for appropriate use and outcomes. The priority aim addressed by this measure is to increase the likelihood that pharmacists will use specific risk reduction measures to assure appropriate use of selected HADs, appropriate use is determined by proper dosing, avoidance of interactions, proper patient use and detection/management of adverse effects or to effect a therapeutic change to a drug not on the HAD list. Note that reporting of AEs is outside this measure. This indicator estimates the frequency of important risk minimization and patient safety activities conducted by pharmacists; occurring on a safety continuum, prior to and after dispensing HADs.  

Indicator #1 broadens the safe use of HAD to include important activities before and after the counseling, further minimizing risk.  Indicator #2, patient counseling, is one key time point on the safety continuum.  Due to the workgroup's high level of interest in promoting this specific activity, the work group assigned a unique indicator to patient counseling.  

Denominator Description:

Number of prescriptions for a HAD, - each prescription received (both new and refill) by the pharmacy for a HAD represents an event-opportunity that contributes to the denominator.

Numerator Description:

Number of prescriptions for HADs that have evidence of a HAD Review by a pharmacist.

Data Source: Patient medication profile and prescription records including Personalized Health Records (PHRs) - self reported Pharmacy data

Pharmacy Quality Alliance

Quality Measures for Patient Safety

	Measure Title

	Measure Description/Definition

	High Alert Drug – Indicator 2
	Percentage of patients receiving counseling when receiving a prescription for a High Alert Drug


TYPE OF MEASURE: 

_____ Drug plan evaluation of pharmacy networks (drug-claims only) 
_____ Health plan evaluation of pharmacy networks (medical and drug claims) 
__X_  Pharmacy self-assessment (internal data) 

DATA SOURCE: 
_____ Currently available in today's marketplace 

_____ Would rely on development of a data field that is not readily available today 

__X__ Would rely on self-reported pharmacy level data 

_____ Would rely on health plan reported data from multiple health plans 

_____ Other 


EVIDENCE-BASE TO SUPPORT THE MEASURE: 

___ Currently available and documented herein 

____ PQA would need to compile the evidence-base 

__X_ Cluster Group has attempted to compile the evidence-based to support this measure, and it is not readily available. ISMP study not yet published.



RECOMMENDED ACTION FOR PQA at this meeting: 

​​​​_____ Measure concept is ready for approval, evidence base to support measure concepts exists and is documented, data source is in place, and concept should be moved forward to measure validation, testing and technical spec development 
__X__ Measure concept is ready for approval, but evidence based to support measure needs to be further fleshed out before further measure development would begin. ISMP study not yet published.
_____ Measure concept is ready for approval, but PQA should work with entities to develop the data source to support this measure, and the evidence base to support this work. 
_____ Measure concept is ready for approval, and the following steps need to be taken before measure moves forward for validation and testing: 

Pharmacy Quality Alliance

Quality Measures for Patient Safety

	Measure Title

	Measure Description/Definition

	High Alert Drug – Indicator 2
	Percentage of patients receiving counseling when receiving a prescription for a High Alert Drug


Description:

This measure will determine the proportion of patients receiving counseling at defined, drug-dependent intervals for High Alert Drugs.  It is calculated from a population of all subjects receiving prescriptions for High Alert Drugs, both new and refill, during measurement period.  These drugs will be identified by an AHRQ/ISMP study1 that is underway to identify High Alert Drugs in community pharmacy practice. Examples of High Alert Drugs that ranked top on the list based on a prioritization algorithm are Warfarin and Fentanyl Patches.  This measure will focus on only 1-2 drugs not the entire list. The study will recommend drug-dependent intervals for counseling. 

Definitions:

· High Alert Drugs (HAD)1: drugs that have a high risk of causing patient injury or death if used incorrectly (e.g., medication error). Although errors may or may not be more common with these medications, their consequences are often more devastating, therefore special precautions are necessary to reduce risk.  

· Counseling Intervals: counseling shall occur for each new-to-therapy dispensing. Frequency of counseling for refilled prescriptions to be determined by AHRQ/ISMP study1 as defined by the characteristics of the individual HAD e.g. quarterly, semi-annual, every other refill, etc. 

· Counseling: the act of counseling is defined as the verbal person-to-person communication between the pharmacist and the patient or patient's agent for the purpose of effectively exchanging important, literacy-focused patient and medication use information.  Verbal counseling may be done face-to-face or telephonically. Verbal counseling may be supplemented with additional informational materials when appropriate, but these materials (e.g., leaflets, auxiliary labels) are not a substitute for the information exchange that occurs during counseling. Documentation of counseling should be simple and electronic.

· Safety Continuum: safety activities can be divided into 3 time periods (on a continuum of pre-, present, post-).  Dispensing the medication is the point of reference in the present time.  

Rationale:

The priority aim addressed by this measure is to increase the likelihood that pharmacists will counsel patients on the appropriate use of selected high alert drugs, as determined by proper dosing, avoidance of interactions, proper patient use and detection/management of adverse effects (note that reporting of AEs is outside this measure). In the ambulatory care milieu, pharmacists are the last provider to assure safe use of High Alert Drugs and are in an ideal position to improve the likelihood for appropriate use. 

Indicator #1 broadens the safe use of HAD to include important activities before and after counseling, further minimizing risk.  Indicator #2, patient counseling, is one key time point on the continuum.  Due to the workgroup's high level of interest in promoting this specific activity, the work group assigned a unique indicator to patient counseling.  

Denominator Description:

Number of patients receiving a High Alert Drug, - each episode of dispensing a High Alert Drug within the defined interval of counseling represents an event-opportunity that contributes to the denominator.

Numerator Description:

Number of patients who have evidence of receiving patient counseling by a pharmacist. Each episode of dispensing a High Alert Drug within the defined counseling interval represents an event-opportunity that contributes to the numerator.

Data Source:

Patient medication profile and prescription records including Personalized Health Records (PHRs) – self-reported Pharmacy data.

Pharmacy Quality Alliance

Quality Measures for Patient Safety

	Measure Title

	Measure Description/Definition

	Patient Profile/Record review
	Overall percentage of patient profile reviews conducted by a pharmacy


TYPE OF MEASURE: 

_____ Drug plan evaluation of pharmacy networks (drug-claims only) 
_____ Health plan evaluation of pharmacy networks (medical and drug claims) 
__X_  Pharmacy self-assessment (internal data) 

DATA SOURCE: 
_____ Currently available in today's marketplace 

__X___ Would rely on development of a data field that is not readily available today 

____ Would rely on self-reported pharmacy level data 

_____ Would rely on health plan reported data from multiple health plans 

_____ Other 


EVIDENCE-BASE TO SUPPORT THE MEASURE: 

__X_ Currently available and documented herein 

____ PQA would need to compile the evidence-base 

__ Cluster Group has attempted to compile the evidence-based to support this measure, and it is not readily available. 


RECOMMENDED ACTION FOR PQA at this meeting: 

​​​​_____ Measure concept is ready for approval, evidence base to support measure concepts exists and is documented, data source is in place, and concept should be moved forward to measure validation, testing and technical spec development 
____ Measure concept is ready for approval, but evidence based to support measure needs to be further fleshed out before further measure development would begin. 
___X__ Measure concept is ready for approval, but PQA should work with entities to develop the data source to support this measure
_____ Measure concept is ready for approval, and the following steps need to be taken before measure moves forward for validation and testing: 

PQA Patient Safety Cluster Group

Measure Concept: Patient Profile/Record Review

Measure Description: Overall percentage of patient profile reviews conducted by a pharmacy

Definitions: 
Profile/Record: In order to measure whether a pharmacy has completed a profile/record review, one has to first define what is meant by a complete profile. The following elements are deemed to be essential items in a complete profile/patient record. These items should be reviewed as part of any profile review. There are two parts to a profile review, one involves information from the patient and the other information provided by the pharmacist.  Also contained in this table are the sources of information for each item and recommendations on how often these items should be updated:

	Data Element
	Source of Data
	Frequency of time recommended for each update
	Contained in most patient profiles in community pharmacies in 2008? (none, some, most, all)

	Patient Information

	Patient identifier
	Rx fill record/profile; assigned by computer system?
	N/A
	All

	Date of birth
	Profile
	N/A
	All

	Sex
	Profile
	N/A
	All

	Contact information
	Pt Interview/profile
	Q6months
	Some

	Allergies and adverse drug reactions
	Pt Interview/profile
	Each visit/Rx
	All

	Medical problem(s), current and past, including diagnosed disease states – 

· Indicate Pregnancy, lactating or nursing status
	Pt Interview/profile
	Q6months
	Some

	Prescription, nonprescription , and alternative medications (history and adherence)
	Pt Interview/profile
	Q6months
	Some

	Payment method and economic situation
	Profile
	Q6months
	Most

	Physician names (both primary care physician and any specialties or subspecialties)
	Pt Interview/profile
	Q12months
	Some

	Pharmacists’ Comments

	Pharmacist identifier
	Rx fill record
	N/A
	All

	Assessment (conclusions  reached by the pharmacist after assessment of the drug therapy)
	Free text for RPh
	Q6months
	Some

	Plan(s)/Action(s) to correct problems(s) (listing of planned steps to achieve the goals established with the patient for the patient’s drug therapy; goal of therapy should be implicitly or explicitly stated)
	Free Text for RPh
	Q6months
	Some

	Monitoring plan and follow up (steps to monitor the outcomes of actions taken)
	Free Text for RPh
	Q6months
	Some

	Patient’s preferred communication method (large print, verbal vs written, etc.)
	Pt Interview/profile
	Q6months
	Some


Profile Review:  In association with a prescription fill, the pharmacist reviews the patient’s profile assessing potential drug-related problems. Profile review may include an assessment of the following:
· Untreated indications

· Medication use without an indication

· Contraindications

· Improper drug selection

· Overdose or sub-therapeutic dose

· Therapeutic duplication

· Efficacy

· Adverse drug reactions/toxicity

· Potential drug interactions

· Weight changes

· Appropriate duration of therapy

· Medication adherence with prescribed regimen

· Need to contact prescriber before patient's next appointment

· Use of multiple meds and taking them inappropriately (wrong dose, time etc)

· Use of complementary and alternative medications (CAM) in combination with conventional therapy for possible interactions/side effects. 

· Misdosing 

· Extent of lifestyle modification as adjunct therapy. 

· Patient progress 

· Month/year of last visit to primary care physician

· Nature of last visit to primary care physician (ie. annual checkup)

Rationale: A profile review is an essential tool pharmacists can use to minimize the likelihood of drug-related problems and to improve care and document progress to improve patient outcomes.  The pharmacist is in a unique position to provide visibility across multiple prescribers and multiple sources of medication e.g. OTC’s and reduce potential adverse events associated with drug use.

Numerator:  Number of patients receiving a profile review associated with a prescription fill.

Denominator: Total number of patients with a prescription fill. 

Data source: The pharmacist may need to access different sources of info to complete the profile and may need to contact others.  Data sources include the pharmacy’s computerized prescription profile, Personalized Health Records (PHRs), interviews with the patient and/or caregiver, etc. Record should be electronic and made available for storage in the patient’s PHR unless patient declines.  Any MTM session date if known.
Comments related to this indicator: 

· Some elements within the patient profile/record/chart may be incomplete if the patient is unable/unwilling to provide the pertinent information.

· While many/most community pharmacies do not send clinical information in claims data, NCPDP has developed a clinical segment of billing claims that can transmit diagnosis, height, weight, laboratory measurements, etc (Fields 491-499)

· Sub indicators would look at profile reviews related to documentation of monitoring goals.  We could also look at # of completed profiles/records/charts vs. those not complete. 

· This indicator could have utility for Medication Therapy Management.

· Question: with so many elements involved in this measure will it have a minimum # of elements that have to be met or checked off in order for the pharmacist or pharmacist to have me the measure?  

· If so, which elements are the most important? Should they be prioritized?

