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PREAMBLE

The Physicians and Pharmacists of the Franciscan Missionaries of our Lady Health System are comprised of the Medical Staff of each of our hospitals. These physicians and pharmacists provide leadership and oversight in the formulary management, measurement, assessment, and improvement of medication usage. The physicians and pharmacists meet this responsibility by reviewing and monitoring those aspects of care and service related to the usage and control of medications. The mechanism by which this function will be conducted is through the collaborative work of the Pharmacy and Therapeutics (P&T) Committee; a multidisciplinary committee comprised of members from the Medical Staff of each hospital, site level Pharmacy Departments, Executive Leadership, and Nursing.
COMMITTEE COMPOSITION

The FMOLHS Pharmacy and Therapeutics Committee shall be a standing Committee of FMOLHS and shall actively represent the Medical Staff of our hospitals in all decision-making regarding medication usage for patients across the care continuum.

1. The Pharmacy and Therapeutics Committee shall consist of two physicians from each market including the Chief Medical Officer or delegate from each hospital, a physician representative chosen by the Chief of Staff of each hospital, and four additional members with one being a pharmacist. These members will be voting members for the committee.

2. The Committee will have a pharmacist co-chair and a pharmacist representative from each hospital. They will not be voting members.

3. In addition, the Committee shall have an executive member representing the following areas 1) Quality / Clinical Effectiveness; 2) Nursing; 3) Supply Chain, and 4) Finance 5. Information Systems. None of these members shall be voting members.

4. Other allied health professions will be represented as required by regulatory or accrediting bodies or as deemed necessary by the Committee.

5. The P&T Co-Chair shall be appointed by the committee. 

THE COMMITTEE ROLE AND CHARGE
The key role of the Pharmacy and Therapeutics Committee is to ensure evidence-based, optimally safe, and cost-effective use of medication therapy by enabling and supporting an accountable partnership among physicians, pharmacists, nurses, and executive leadership.  

The Pharmacy and Therapeutics Committee is charged with the following responsibilities:

1. Formulary Management: The P&T Committee, actively representing the Medical Staff of each hospital, will assume responsibility for continuous management of the medication formulary of FMOLHS hospitals. The formulary is the primary vehicle by which medication availability, patient selection and use criteria, guidelines and standards, non-formulary usage, clinical outcomes, cost effectiveness and all other aspects of medication therapy regimens are managed.

2. Medication Usage Evaluation: The P&T Committee will evaluate medication usage through:

a. Monitoring policies related to medication usage including, but not limited to, medication use evaluations.
b. Assessing results of outcome studies to evaluate effectiveness of specific medications.
c. Reviewing practice variation related to, but not limited to medication use processes (e.g. ordering, preparing, dispensing, administering, and monitoring), non-formulary usage and protocol variances.
d. Assessing efficacy and cost effectiveness (e.g., Pharmacoeconomics)
e. Routine review of medications that are in high demand/short supply/high cost.

3. Medication Safety and Medication Process Technology Review: The input of members of the P&T Committee may be solicited during the analysis phase of sentinel event reviews. The P&T Committee may be assigned responsibility for implementation and evaluation of action steps identified during the root cause analysis.  Follow up reports will be made to Executive Leadership and the Medical Executive Committee as appropriate.

4. Education: The P&T Committee may recommend programs designed to meet the informational needs of the professional staff and the community on matters related to medications and their appropriate therapeutic use in patients across the care continuum.

5. Integration of the P&T Committee and Institutional Review Board (IRB) Functions: If an investigational drug is considered, the pharmacist will work under the direction of the IRB. Evaluation should occur relative to prescribing practices at variance with the P&T Committee approved criteria, guidelines, or standards; patterns of usage in accordance with any study protocol which may establish precedent following conclusion of the study; and costly acquisition of non-formulary medications which might otherwise not be used.

6. Linkage of Formulary Decisions and Financial Management: The recommendations and decision-making processes of the P&T Committee have a significant influence on the resource consumption of clinical services, and a direct effect on medication expenses of the Pharmacy Departments. The P&T Committee will assume a formal role in evaluating and balancing available evidence on efficacy, safety, clinical outcomes, and economic impact of medication therapy. As well as tracking and trending impact of formulary decisions and utilization criteria.
MEMBERSHIP TERMS
The System P&T Committee Chairperson will be chosen from among the System P&T Committee membership by majority vote of the voting members of the System P&T Committee and shall serve for a two (2) year term and may be reappointed for additional terms.
MEETINGS AND QUORUM
1. The P&T Committee shall meet at least every other month, or as needed.
2. P&T Committee members or their designees are expected to attend seventy five percent (75%) of the committee meetings annually. If a member cannot attend a meeting, that individual must contact the facilitator of the P&T Committee at least a week in advance of the meeting.
3. Failure to attend three consecutive meetings of the P&T Committee without prior notification to the Committee facilitator may constitute grounds for removal. The respective clinical service areas will be notified of such action and will be requested to appoint a new member.
4. Fifty percent (50%) of the voting members shall constitute a quorum.
COMMITTEE FUNCTIONS
1. The Committee and Pharmacy Departments are jointly responsible for implementation and management of the medication related processes as charged by the Medical Executive Committees.
2. The responsibility of the Pharmacy and Therapeutics Committee includes making, managing, and enforcing decisions and actions regarding medication usage in a manner designed to ensure the optimal balance of clinical effectiveness and safety and with due consideration of the prudent use of the Hospital's resources.
3. The Committee will function as a decision-process manager and will provide oversight over standing subcommittees and ad hoc committees including: 
a. Medication Safety Committee 
b. Antimicrobial Stewardship Committee
c. Pediatric Committee

d. Oncology Committee

e. Multifacility Clinical Pharmacy Workgroup (MFCG)

f. Ambulatory Committee

g. Diversion Surveillance Committee

h. Local Pharmacy and Therapeutics Committees 
4. Each committee will have a chair appointed by the P&T Chair and will present recommendations and/or updates periodically to the P&T Committee as deemed necessary.

5. The Committee, its subcommittees and members comply with the Franciscan Missionaries of Our Lady Health System Hospitals’ Code of Conduct to preserve the integrity of the decision-making processes.
ACCOUNTABILITY AND REPORTING
1. The Pharmacy and Therapeutics Committee acts under authority delegated by the represented hospital’s respective Medical Executive Committees.

2. The Pharmacy and Therapeutics Committee will report periodically (as deemed appropriate by agenda issues) to the represented hospitals’ respective Medical Executive Committees.

3. The Medical Executive Committees will serve as a resource to the P&T Committee in addressing clinical and administrative issues that present barriers to effective fulfillment of the P&T Committee's responsibilities.
4. The Medical Executive Committees will have 60 days after a Pharmacy and Therapeutic Committee meeting to appeal any initial formulary decision. The appeal should be delivered to the facilitator of the Pharmacy and Therapeutics Committee, and it will be reviewed at the next available meeting.
PROCEDURE
1. System Formulary vs Facility Formulary:  through the facility P&T committee meetings or other documented mechanism, each hospital may choose to be more restrictive than the System Formulary.   However, the facility shall not be less restrictive than the System Formulary unless specifically addressed as an action item by the System P&T.
2. Copies of the Formulary: A copy of the formulary shall be maintained in the pharmacy. Other copies shall be readily available to the professional staff who use it. The formulary should also be maintained and accessible via EPIC
3. Criteria for Formulary Drugs: (Failure Mode Effects Analysis –(FMEA) should be incorporated into the formulary selection process)- Drugs included in the formulary shall be selected based on:
a. Specific needs of the patients.

b. Indications for use.
c. Effectiveness, when compared to existing drugs, including efficacy, toxicity, and pharmacokinetics. If applicable, bioequivalence, pharmaceutical equivalence, and therapeutic equivalence.
d. Risks in terms of known incidence of Adverse Drug Reactions (ADRs) or drug interactions, known incidence of medication errors or sentinel events reported at the organization or national level, and potential for errors or abuse potential in prescribing, ordering, preparation, dispensing, and administration. 
e. Review and consider Joint Commission/ The Institute for Safe Medication Practices (ISMP) high-risk medication list, sentinel event alerts, and recognize look alike/sound alike error potentials listed at the United States Pharmacopeia (USP) and ISMP websites or other risk. 

f. Acquisition costs and cost impact.
4. Drug Concentrations: Drug Concentrations available in the hospital are standardized and limited in number.
5. Additions to the Formulary: Any prescriber may propose additions to the formulary. A Formulary Additions Form is available for this purpose. Anytime a medication is added to the formulary, it is the responsibility of the pharmacy director to educate staff on the use of the drug including but not limited to any side effects, potential adverse reactions, contraindications, precautions, and drug/food interactions.   
6. Deletions to the Formulary:  Anytime a medication is removed from the formulary, the pharmacy director is also responsible for communicating formulary removals to the staff, ensure the med is removed from EPIC and remove the medication from inventory.
7. Review of Requests for Additions to the Formulary: Requests for additions to the formulary must be approved by System P&T prior to going to local P&T for approval. The Multifacility Clinical Workgroup is responsible for reviewing requests for formulary additions as well as making an initial recommendation whether the medication is appropriate for addition to the System Formulary.   In cases where there may be potential for adverse reactions or is high cost with the potential for use outside of an approved indication, the drug may be provisionally approved for use during a limited time frame.    Pharmacy will be expected to perform a medication use evaluation at the end of the time period and report back to the committee prior to considering making the medication generally available to patients.
8. Review and Revision of the System Formulary: The Multifacility Clinical Workgroup shall review the formulary (using class reviews, monographs, primary literature, etc.) and shall make recommendations to the System P&T regarding any additions, removals, or other updates.  This process will constitute an annual review of the System Formulary.    Any changes to the original recommendations must be added to the next available System P&T agenda as action items for review, discussion, and vote.   Class Reviews without any recommended changes will appear as Consent Agenda items. 
9. Modifications outside of the annual class review process:   any changes requested to the approved class review recommendations that occur outside of the annual review process must be formally submitted in writing using the formulary appeal form and must presented by a physician at the next available System P&T meeting. 

10. Formulary Review & Acceptance:  The medical staff should document its annual review and acceptance of formulary.
11. Proprietary Brands or Non-Proprietary (Generic) Equivalents: Unless otherwise provided by medical staff bylaws, rules, and regulations, or by legal requirements, prescribers may, within their discretion at the time of prescribing: 
a. Approve or disapprove the dispensing of a different proprietary brand.
b. Approve or disapprove the dispensing of a nonproprietary (generic) drug.
12. Permission to Dispense a Proprietary or Nonproprietary (Generic) Equivalent: If the prescriber does not disapprove the dispensing of a different proprietary drug or a nonproprietary brand, the pharmacy may dispense (substitute) a proprietary or nonproprietary (generic) equivalent of the drug prescribed.
13. Drugs Discontinued by the Manufacturer: Drugs discontinued by the manufacturer, but not recalled, may be retained in the pharmacy, and dispensed until the supply runs out.
14. Informing the Medical Staff: The medical staff shall be informed when the discontinued drug is no longer available for dispensing.
15. Standard Drugs: Drugs, biologicals, and chemicals used in the facility shall satisfy the standards and specifications of the current U.S.P/ N.F.

16. Non-formulary Drugs: The non-formulary order template (request forms may be used for non-acute areas) must be utilized when requesting a non-formulary medication.

a. All fields in the non-formulary order template or order form must be completed prior to dispensing a non-formulary medication.

b. Non-formulary requests are evaluated for the following:

i. Clinical appropriateness

ii. Reasoning for inferiority of formulary agents (if formulary alternatives exist)

iii. Appropriate site of care

1. Some non-formulary medications are more appropriate for administration in the outpatient setting based on:

a. Slow onset of action (days to weeks)

b. Evidence of safe administration in the outpatient setting

c. Lower costs associated with outpatient vs. inpatient administration.


i. Reimbursement of third-party companies may be taken into consideration of approval for use. 

iv. Allergies and potential for adverse effects

v. Appropriate dose, route, and frequency of administration

1. Patients must be reviewed for appropriate dosing based on renal/hepatic function.
vi. Therapeutic duplication

vii. Potential drug-drug and drug-disease interactions

viii. Contraindications and potential for toxicity

ix. Cost effectiveness

x. Ability to procure the drug.
c. Non-formulary drugs are not standard inventory stock.  Therefore, drugs approved for use must be procured from an outside facility.

i. If the expected delay in procurement is > 4 hours, the ordering provider must be contacted and made aware.

17. Inpatient Pharmacy: When a pharmacist receives an order for a non-formulary medication or when a provider declines an Automatic Therapeutic Interchange:

a. The pharmacist receiving the medication order will open a “Non-Formulary Review” type intervention and attach it to the order in question. In the documentation field of the intervention, the pharmacist shall complete the Non-Formulary Review Worksheet. 
b. Once the Non-Formulary Review Worksheet is completed in its entirety, the pharmacist receiving the order will contact the clinical pharmacist on-call to review the request.
i. If there is clear reasoning for use of the non-formulary agent, the clinical pharmacist will contact the Pharmacist in Charge (PIC) and order-entry pharmacist to communicate approval.  The PIC will ensure the non-formulary medication is procured. The order-entry pharmacist will choose the correct drug product and verify the non-formulary order. He/she will also update the prescriber with the estimated date and time that the non-formulary medication will be available. 
ii. If there is no clear evidence that the drug requested is more appropriate than current formulary agents or the information provided is insufficient to evaluate the request, the clinical pharmacist will contact the physician for further discussion.
c. If the physician declines a formulary alternative, the clinical pharmacist must contact the Clinical Pharmacy Manager for review and discussion with the physician.  The Clinical Pharmacy Manager will continue the discussion and involve appropriate personnel including the Director of Pharmacy and a physician representative of Medical Staff Office if necessary. 
18. Non-Acute Areas: Non-formulary order forms may be completed by the physician and sent to the pharmacy director or designee for further review.  All criteria must be reviewed for therapy appropriateness and must include a financial analysis of the product being requested.  This review may take up to 72 hours or more; the physician will be notified of approval.  Pending appointment for the patient to receive therapy may be scheduled based on procurement.  
19. Handling requests to modify the Formulary:  
a. Upon receipt of a completed Formulary Addition Request Form, a formal drug monograph will be obtained, if available, or one will be prepared by a clinical pharmacist within 60 days of receipt of the request.  Clinical pharmacists will conduct literature searches and review information provided by the manufacturer to prepare the drug monograph (see monograph template below).  
b. Monographs will be reviewed by the Multifacility Clinical Workgroup and the P&T Co-Chairs prior to formal presentation to the P&T Committee.  The physician formulary evaluation team member is responsible for obtaining the approval from his/her respective service line prior to formal presentation of the monograph to the P&T Committee. 
c. Communication of decisions made at the System P&T Committee for additions or appeals will be communicated by letter to the requestor from system P&T coordinator.

Drug Monograph Template
	Formulary Review:
	[Insert brand name]

	Generic Name:

	__________________________

	Manufacturer: 

FDA Approval:

	_____________

[YYYY]

	Prepared By: 
	Name, Certification

	Reviewed By:
	Name, Certification


Executive Summary

	FDA-Approved Indication:
	________________________________________________________________________________________________________________________________________________________

	
	____________________________________________________________________________

	
	____________________________________________________________________________

	
	

	Unlabeled Indications: 
	____________________________________________________________________________



	Pharmacology/Pharmacokinetics: 
	Mechanism of Action

Distribution

Metabolism

Elimination

Excretion



	Clinical Efficacy: 
	[Include a brief description of the trials, including design (i.e. randomized, placebo-controlled, etc.), a brief description of patients (# of patients, general age, % woman/men).  The results should state the primary outcome of xxxxx was seen in xx% of xxx patients versus xx% of other group (p=xx).] 

[Below is the suggested format] 
Indication 

Study: 
Design: 

Intervention: 
Primary endpoint: 
Patient population: 
Results: 
Conclusions: 


	Dosage and Administration:
	[Include brief dosage and administration information]

	
	Preparation for Administration: [If applicable, include the vial size, diluent volume, compatible solution, and final concentration of drug(s)/active ingredient(s)]
Compatible solutions: [Include a list of compatible solutions]


	Adverse Drug Reactions:
	[Include most common adverse reactions and percentages (the most common adverse reaction is xyz (xx-xx%), and xyz (xx-xx%)]

	Drug Interactions:
	________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________



	Warnings/Precautions:
	[Hazardous risk category, if applicable.]

____________________________________________________________________________________________________________________________________________________________________________________________________________________________________


	Special Population:
	[Special populations such as pregnancy, breast feeding, pediatrics, and others (if applicable)]



	Pregnancy:

Lactation:

Renal Impairment
	________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

________________________________________________________________________________________________________________________________________________________

	

	

	Storage and Stability: 
	Appearance: __________________________________________________________________
How Supplied: ________________________________________________________________
Storage: _____________________________________________________________________
Stability: _____________________________________________________________________


	Nursing Considerations:
	IV Compatibility: 

___________________________________________________________



	
	Compatible with NS, D5W, or LR

	Compatible with NS or D5W

_________________________________________________________________________

Compatible with D5W or LR

__________________________________________________________________________

Compatible with NS Only

__________________________________________________________________________

Compatible with D5W only

__________________________________________________________________________

Compatible with LR only

_____________________________________

	Potential for Medication Errors:
	Sound alike / look alike drugs: __________________



	Summary:
	[Include what the medication is, who it is used for, the patients the medication has shown efficacy, comparative efficacy to other treatments (if they exist) or efficacy in specific patient population]



	Recommendation:
	[include “recommend adding xxxx to formulary, with the restriction criteria for use. Include restriction criteria as a new sentence]

1. ________________________________________________________________________________________________________________________________________



	Cost:
	Cost

Dose

xxgm X xx pack

Cost per dose 

Total cost per day 

Total cost for x days

Total cost for x days

*Cost for patients requiring renal adjustment: decreased if less total daily doses required

[Also, include loading and maintenance dose, if applicable] 



	Hazardous Waste:
	____________________________________________________________________________



	References:


	[Cite references in numerical order of mention in the monograph. Use the format recommended by the organization]
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