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Policies and Procedures Working Document
**To ensure compliance with the Wisconsin Pharmacy Quality Collaborative (WPQC) Medication Therapy Management (MTM) General and Quality-Based Network Requirements

WPQC General Requirements for Pharmacy Participation

Pilot pharmacies will be required to:

1. Have Internet access sufficient to access a web-based patient management software system

2. Be providers for participating network payors

3. Complete required software system documentation and billing training

4. Have a private or semi-private patient care area accessible for providing comprehensive medication review and assessment
5. Agree to serve as a mentor and trainer for future enrollee pharmacies as the program expands

6. Have an established relationship with patients who may be provided Level II services via the telephone
WPQC Policies and Procedures: Quality-Based Requirements

INTRODUCTION:  

Pharmacies will provide the following services or meet the following characteristics in order to be included in the pilot network for this project.  Pharmacies will have policies and procedures in place ensuring the provision of these services.  WPQC endorses these requirements as “best practices” that maximize patient safety in the medication use process.  Although the following policies are required, the procedures outlined for each policy are suggestions and are by no means prescriptive.  These requirements will be augmented as the program expands in order to continually increase the quality of pharmacy services provided.   Specific educational tools and training programs will be provided to participating pharmacies in order to facilitate the consistent implementation of these best practices.  Pharmacies will be required to keep a self-assessment form on site documenting that their site meets the following quality-based requirements.

I.  POLICY:
Performance of a brief medication history on all new patients or patients who fill medications at multiple pharmacies

PURPOSE:
To detect duplicate therapies, drug-drug interactions and/or other problems with prescription and non-prescription medications

PROCEDURE:

1.0 Staff should determine if patient is new to the pharmacy or if the patient uses other pharmacies by questioning the patient

1.1 If yes to either question, provide the patient with brief medication history form (tool provided) to be filled out by the patient and returned to the technician or pharmacist upon completion

1.1.1 Patient should include over-the-counter, herbal, and supplemental medications in addition to samples from prescribers, foreign sources, mail order, Internet, and medications from friends or family
1.1.2 Completed form should follow the prescription through the dispensing workflow if collected at prescription intake
1.1.3 Information collected should be documented or stored in a consistent place if applicable as determined by a pharmacist
OPTIONS:
1.1.3.1 File form in paper filing system or with prescription hardcopy
1.1.3.2 If pharmacy claims system has documentation capability:

1.1.3.2.1 Staff to record all patient information into the claims system

1.1.3.2.2 Staff to record all patient information into the MTM software system and document the action in the claims system 

TOOL: 
Brief medication history form
If desired, the pharmacy may use its own forms.  At a minimum, forms should include:

a. Two patient identifiers (i.e. name and date of birth)

b. Allergies and reaction

c. Medications (prescription and non-prescription)

d. Health conditions

e. Lab values (i.e. blood pressure, glucose)

f. Insurance information

II. POLICY: 
Consistent verification and documentation of allergies and adverse drug reactions

PURPOSE:
To establish a continuing process to collect, document and update patient allergy and adverse drug reaction information

PROCEDURE:

1.0 Ask patient about allergies and adverse drug reactions at each visit and document changes/updated information in claims system, medication therapy management (MTM) system, and/or hardcopy system

OPTIONS:

1.1 Staff to ask patient about allergies and adverse drug reactions at prescription intake

1.1.1 Pharmacy may create an intake form to collect this information with additional information

1.1.1.1 Patient name, address, phone number, date of birth

1.1.1.2 Insurance information

1.1.1.3 Height and weight for pediatric dose checking

1.2 Pharmacist to ask at consult

1.3 Run query in claims system and flag patients without allergies listed on the profile to ensure updated information is collected at the next visit

III.
POLICY:
Consistent profile review of all patients (to include documentation of weight and dose/weight or dose/body surface area for pediatric patients)

PURPOSE:
To identify drug-related problems and standardize pediatric dose-checking

PROCEDURE:

1.0 For all prescriptions
1.1 Complete general profile review for all patients
1.2 Repeat prescription back to prescriber if taken over the phone
1.3 If available and relevant, review lab values
1.3.1 Example: blood pressure, fasting glucose
1.4 Assess drug therapy
1.4.1 Allergies
1.4.2 Adherence
1.4.3 Duplicate therapy
1.4.4 Untreated conditions
1.4.5 Over/under-dosing, taking renal and hepatic function into account
1.4.6 Frequency
1.4.7 Route
1.4.8 Drug-drug, drug-food, drug-disease interactions 
2.0 Pediatric prescriptions 

2.1 Repeat prescription back to prescriber if taken over the phone

2.2 Record patient date of birth on prescription

2.3 If patient is 12 years old or younger, note “PEDS” on script

2.4 Document patient height and weight on the prescription

2.5 Calculate dose in dose/kilogram or dose/BSA (Body Surface Area) and document on hardcopy prescription and/or in claims documenting system and compare to recommended dosing.  Pharmacist shall question dose with prescriber based on professional judgment. 

2.6 Inform caregiver of dose check and evaluate caregivers understanding of proper administration of the correct dose of medication

OPTION: 

2.6.1 Complete the Your Child’s Medicine form (tool provided) and provide to caregiver at prescription pick-up to promote awareness of the pharmacist’s value
OPTIONS:
2.7 Pharmacist to complete the pediatric dose-check form (tool provided) when applicable
2.8 If child’s weight is unknown, may perform a back-calculation to estimate the range of child’s weight for confirmation when the caregiver comes into the pharmacy for prescription pick-up
TOOL:

Pediatric dose-check form
TOOL:

Example of pediatric back-calculation

TOOL: 
Your Child’s Medicine form 

IV.
POLICY:
Use of a standard procedure to show each patient each medication

PURPOSE:
To identify medication errors, changes in manufacturer, or patient confusion


PROCEDURE:

1.0 Following profile review, pharmacist should highlight, make a note, or use an auxiliary label on the prescription bag or in the computer claims system as a reminder that some aspect of the drug regimen has changed

2.0 Inform patient of any manufacturer changes or changes to the medication regimen
3.0 Open each prescription bottle and confirm that the medication looks the same to the patient
V.
POLICY:
Use of at least two unique identifiers for each new prescription 

order and upon consultation when patient is unknown to pharmacist


PURPOSE:
To ensure that patient data is correct and correct patient receives correct medication


PROCEDURE:

1.0 Verify patient name in addition to at least one other identifier, such as address, date of birth, or phone number when patient is unknown to pharmacist

1.1 Verify at prescription intake if prescription is dropped off

1.2 Contact prescriber’s office if two unique identifiers are not provided when new prescription is called in

1.3 Verify at consultation when patient is unknown to the pharmacist to confirm the correct patient is receiving the correct medication

VI.
POLICY:
Use of a check-off form during consultation that describes what the pharmacist did from intake to consultation when applicable


OBJECTIVE:
To increase patient awareness of the pharmacist’s value


PROCEDURE:

1.0 Form may be electronic or hardcopy

2.0 Pharmacist to provide to patient as it seems appropriate to promote the value of the pharmacist
OPTIONS:

3.0 Utilize What Your Pharmacist Did for You Today form (tool provided)
4.0 Modify What Your Pharmacist Did for You Today form (tool provided) into a brochure and/or a poster by the counter
4.1 Pharmacy to display poster

4.2 Brochures to be distributed to patients at the pharmacist’s discretion

TOOL:

 What Your Pharmacist Did for You Today form
VII.
POLICY:
Use of a process to identify patients eligible for Level I, Level II, and/or Condition-specific services


PURPOSE:
To standardize the process for identifying intervention opportunities


PROCEDURE:

1.0 Level I (Intervention-based) Services

OPTIONS:

1.1 Post a list of billable services/reminders throughout the pharmacy for staff members

1.1.1 Train technicians and pharmacists to watch for possible interventions

1.1.2 Create an intake form for the pharmacy

1.2 Flag new prescriptions for devices such as inhalers and injectables for counseling opportunities

1.2.1 On the prescription bag

1.2.2 In the claims system 

1.3 Run a query in the claims system

1.3.1 Run a query in the claims system of all patients using a tier 2 or tier 3 medication who may be candidates for switching to a tier 1 medication

1.3.2 Run a query in the claims system of all patients using medications and strengths who may be candidates for tablet splitting
2.0 Level II (Comprehensive Medication Review and Assessment) Services

OPTIONS:

2.1 Post a list of participating WPQC insurance plans at prescription intake for staff reference

2.2 Staff to note patient eligibility based on insurance information 

2.2.1 Use of intake form to flag potential billable service

2.2.1.1 Intake forms can include elements such as patient name, address, phone number, date of birth, insurance information, and height and weight for pediatric dosing

2.2.1.2 Keep intake form with prescription through dispensing workflow

2.2.1.3 Give intake form directly to pharmacist
2.3 Identify patients taking multiple medications using patient profiles and check WPQC eligibility in MTM system

2.3.1 Note in the claims system or on prescription bag to discuss with patient

2.4 Query MTM software system regularly for eligible patients that use the  pharmacy
2.5 Utilize prescription processing system reports
3.0 Condition-Specific Services

3.1 Run a query of patients using medications for chronic conditions and check WPQC eligibility in MTM system

3.1.1 Note in the claims system, on prescription bag or in paper system to discuss with patient 

TOOL:

Posting of billable services/reminder
TOOL:

Posting of WPQC insurance plans
VIII. 
POLICY: 
Availability of online and/or up-to-date hardcopy pharmacy information resources


PURPOSE:
To supply the most current medication information and practice guidelines for pharmacist use


PROCEDURE: 

1.0 Hardcopy reference books containing current medication information and/or online access to databases containing this information must be available for all practicing pharmacists within the pharmacy

1.1 According to Wisconsin Phar 6.06(k), references should include but are not limited to:

1.1.1 Drug interactions

1.1.2 Patient counseling

1.1.3 Compounding and pharmaceutical calculations

1.1.4 Generic substitution

2.0 Pharmacists must receive proper training regarding where the hardcopy references are located in the pharmacy or how to access online resources available to the particular pharmacy

IX. 
POLICY: 
Implementation of a continuous quality improvement (CQI) program for medication risk management


PURPOSE: 
To establish a system in order to identify and evaluate quality-related events and improve patient safety


PROCEDURE:

1.0 Standardize workflow within the pharmacy

2.0 Incorporate risk management techniques into daily workflow

OPTIONS:

2.1 Flag medications in pharmacy for which special attention is needed

2.1.1 Look-alike, sound-alike medications

2.1.2 Medications that can result in injury if a mistake is made

2.2 Perform a final check that the name on the label of the medications that are placed into the bag matches the name on the receipts that will be given to the patient

2.3 Verify phoned prescriptions by repeating the written information back to the prescriber

2.4 Compare the names of medications on the manufactured bottles with the names of medications on the prescription labels before filling the prescription order

2.5 Compare the NDC on the manufactured bottle of medication with the NDC that is printed on the patient receipt
3.0 Create a documentation system for quality-related events so they can be effectively addressed and improvements can be made

OPTIONS: 

3.1 Paper-based CQI system

3.1.1 Quality-related events log (tool provided)
3.2 Internet-based CQI system

3.2.1 i.e. Pharmacy Quality Commitment® system (a product of National Alliance of State Pharmacy Associations)

4.0 Encourage feedback from employees about the system and the activities that could be done to improve the system

OPTIONS:

4.1 Assign one individual to accept the responsibility for organizing the activities of the other employees

4.2 Ensure that every employee believes in the quality improvement project and becomes a part of the system

4.2.1 Train employees that this is an expectation
5.0 When an error is discovered, pharmacists resolve the error and work to minimize its impact
5.1 Notify patient(s) who may have been subject to the quality-related event 

5.2 Openly provide information needed to ensure a good outcome for the patient

5.3 Contact the patient’s physician if an error may have impacted the patient’s health or future care management
TOOL: Quality-related events log

TOOL:  Pharmacy Quality Commitment® system (a product of National Alliance of State Pharmacy Associations) available for purchase at http://www.pqc.net/
X. POLICY:
Establish and maintain standards for evaluating, reporting, and documenting pertinent adverse events, product problems, and product use errors to the Food and Drug Administration (FDA) using the MedWatch reporting system  

PURPOSE:
To establish a system for reporting pertinent information to the FDA using the MedWatch reporting system

PROCEDURE:

1.0 Criteria for reporting serious adverse events and product problems relating to quality or safety concerns will be developed and sufficiently maintained. The developed criteria will be maintained in a readily-accessible, organized manner.  

1.1 Criteria to be developed for serious adverse events include the following outcomes:  

1.1.1 Death

1.1.2 Life-threatening

1.1.3 Initial or prolonged hospitalization

1.1.4 Disability or permanent damage

1.1.5 Congenital anomaly/birth defect

1.1.6 Required intervention to prevent permanent impairment or damage

1.1.7 Other serious important medical events

1.2 Criteria to be developed for product problems include the following safety concerns:

1.2.1 Suspected counterfeit product

1.2.2 Suspected contamination

1.2.3 Questionable stability

1.2.4 Defective components

1.2.5 Poor packaging or labeling

1.2.6 Therapeutic failures

1.3 In addition to the criteria previously mentioned, adverse effects occurring with new medications, or adverse effects occurring with older medications that have not been documented in the past should be given consideration for reporting

2.0 Evaluation of the nature and severity of adverse events will be completed by the pharmacist detecting the problem using the criteria developed in Procedure 1.0. If further discussion or question regarding the qualification of reporting to the FDA, the matter will be decided using a consensus-based approach of pharmacists present.

3.0 The pharmacist who is principally involved with detecting the error or product problem will be responsible for downloading and completing the MedWatch form and submitting it to the FDA, even if:

3.1 It is uncertain the product caused the event

3.2 The details of the event are not complete

4.0 This pharmacist is responsible for making every effort to, as completely and accurately as possible, divulge all necessary and required information while maintaining patient confidentiality.  

OPTIONS:

5.0 The completed MedWatch form will be copied and a copy will remain in a “Completed MedWatch” file for 2 years. All documentation regarding the forms will be readily produced upon appropriate request from proper organizations or authorities.

XI. POLICY: 
Establish and maintain standards for communicating and executing Class I drug recalls and necessary actions pertaining to FDA drug safety alerts.
PURPOSE:
To ensure the safety of medications that reach the hands of the patient and ensure that patients are alerted if a medication has been recalled

PROCEDURE:

1.0 FDA Drug Safety Alerts

1.1 Criteria for determining which FDA drug safety warnings require patient communication will be developed and maintained by a designated staff pharmacist

OPTIONS:

1.2 Each day, the FDA website and archived PSW website will be accessed to view updated drug safety alerts

1.2.1 In lieu of accessing these websites each day, designated personnel will subscribe to the FDA and/or PSW list serves to receive necessary drug alerts

1.3 The potential impact of the drug safety alert will be determined by the designated person(s) receiving the alerts based on the established criteria

1.3.1 If more than one person is involved with this function, the classification will be based on consensus

1.4 Based on the severity and importance of the alert(s), completion of the appropriate course of action, as determined by the pharmacist, will be executed and documented 

1.4.1 Low Impact (i.e., labeling, packaging, expanded indications)

1.4.1.1 The alert will be communicated via email or personal conversation with necessary personnel (i.e., staff)

1.4.1.2 No documentation is required for Low Impact alerts

1.4.2 Medium Impact (i.e., mild to moderate side effects uncovered)

1.4.2.1 The alert will be communicated via email or other written communication with necessary personnel (i.e., staff)

1.4.2.1.1 The communication will include counseling suggestions for patients receiving new prescriptions and refills for the identified drug

1.4.2.2 The written documentation for Medium Impact alerts will be retained for 5 years

1.4.3 High Impact (i.e., new black box warnings)

1.4.3.1 The alert will be communicated via email or other written communication with necessary personnel (i.e., staff)

1.4.3.1.1 The communication will include counseling suggestions for patients receiving new prescriptions and refills for the identified drug

1.4.3.2 Pharmacists will be required to sign a log bearing the written communication indicating their agreement to counsel all patients receiving new prescriptions and refills

1.4.3.2.1 This log will be kept in the pharmacy for 5 years
2.0 Class I Drug Recalls

2.1 Each day, the FDA website and PSW website will be accessed to view drug recalls, including Class I recalls

2.1.1 In lieu of accessing these websites each day, designated personnel will subscribe to the FDA and/or PSW list serves to receive necessary drug alerts

2.2 For all Class I recalls,

OPTIONS:

2.2.1 The drug supply will be removed from the shelf immediately and returned by the appropriate methods

2.2.2 If possible, a report will be generated to determine prescriptions that have been filled but not picked up yet by the patient

2.2.2.1 This supply will be removed, credited to the patient, and a note attached to the prescription bag indicating the reason for the recall

2.2.3 A report will be generated indicating the patients currently taking the recalled medication

2.2.4 Educational materials detailing the facts for the drug recall will be prepared and distributed to patients verbally and in writing

2.2.4.1 Therapeutic options will be discussed with the patient and/or the patient’s prescriber
2.2.5 Written communication (i.e., fliers, posters, signs, etc.) will be posted at the checkout counter and drive-thru window announcing the drug recall and inviting patients receiving the medication to consult with the pharmacist

2.2.6 All patients receiving counseling will demonstrate understanding of pertinent information regarding the drug recall 

2.2.7 Documentation of recalls will be readily retrievable and maintained in the pharmacy for 5 years

XII. 
POLICY:
Establish and maintain standards for conducting patient satisfaction surveys and developing action plans based on survey results. Semiannual progress reports on action plans will be maintained in the pharmacy for 5 years.

PURPOSE:
To ensure patient feedback is gathered and acted upon as appropriate by pharmacy staff

PROCEDURE:
1.0 WPQC Survey Preparation

1.1 The number of responses necessary for an adequate response rate will be determined prior to the survey

1.2 Standardized survey questions will be developed to accurately detect relevant information from patients that pertain to the WPQC medication therapy management (MTM) program

OPTION:

1.2.1 WPQC patient satisfaction survey may be combined with other satisfaction surveys regarding MTM

1.3 One month out of every year will be designated for conducting the annual patient satisfaction survey

1.3.1 If the number of responses is not sufficient after one month, the survey will be allowed to run for two months or until a sufficient number of responses is obtained
2.0 Survey Distribution and Collection

2.1 One survey will be included with each prescription order (or prescription bag) for one month with attached instructions for completing the survey

2.1.1 A self-addressed envelope will be provided with every survey

2.2 Marketing materials (i.e., posters, signs, etc.) will be displayed at the cash register, along with drop boxes for patients wanting to complete the survey in the store

2.3 Patients will be reminded at checkout to voluntarily complete a survey

2.4 Surveys will be collected via drop boxes and mailings
3.0 Analysis and Action Plans

3.1 Survey results will be analyzed using available data analysis tools (i.e., Microsoft Excel)

3.2 Based on survey results, an action plan outlining areas needing improvement will be completed and documented

3.3 The action plan will be evaluated at approximately 6 months for necessary progress reports and updates

3.4 Documentation of all survey results and action plans will be readily retrievable and maintained in the pharmacy for 5 years

