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Outline 

 Minimum standards for pharmacies in hospitals.
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Minimum standards for pharmacies in 
hospitals.

Elements of Care

 The elements of pharmacy services  (standards) that are critical to safe, effective, and cost-conscious
medication use in a hospital include:

(1) practice management. (2) medication-use policy development.

(3) optimizing medication therapy. (4) drug product procurement and inventory management.

(5) preparing, packaging, and labelling medications.

(6) medication delivery. (7) monitoring medication use.

(8) evaluating the effectiveness of the medication-use system.

(9) research.
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Minimum standards for pharmacies in 
hospitals.
Standard II. Medication-Use

A. Policy Development

 All committees that make decisions concerning medication management and use shall have at 
least one pharmacist as a member. 

 This includes the P&T, infection-control, patient care, medication-use evaluation, medication 
safety, nutrition, pain management, and information technology committees, as well as the 
institutional review board (or their equivalents). 

 Pharmacists shall be involved in the development, implementation, and assessment of care 
plans (protocols, critical pathways, disease statement management programs, or clinical practice 
guidelines), standing orders, and order sets that involve medication therapy.

2/19/2024 HOSPITAL PHARMACY 4



Minimum standards for pharmacies in 
hospitals.
B. Formulary Management

B-1 Formulary.

 A well-controlled formulary of approved medications shall be maintained and regularly updated 
by the P&T committee (or its equivalent).

 The impact of and compliance with the formulary should be periodically reviewed (e.g., through 
drug-utilization reviews), and the P&T committee should regularly review the formulary for 
safety information.

 The P&T committee shall be responsible for developing and maintaining written criteria for 
drug product selection, which shall address formulary requests for medications intended for use 
in special populations (e.g., pediatric or geriatric populations).

 The P&T committee shall be responsible for developing and maintaining adequate product 
specifications to aid in the purchase of medications and related supplies. 
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Minimum standards for pharmacies in 
hospitals.
B-2. Medication Therapy Monographs.

 Medication therapy monographs for medications under consideration for formulary addition or 
deletion shall be made available to the  P&T committee for use in the decision-making process. 

 These monographs should be based on evidence gathered through review and evaluation of the 
pertinent literature. 

 Each monograph shall include a comparative therapeutic, economic, and risk assessment 
(inclusive of black-box  warnings) of each medication.
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Minimum standards for pharmacies in 
hospitals.
Standard III. Optimizing Medication  Therapy

An important responsibility of the pharmacist is optimizing medication use. Pharmacists, in 
collaboration with medical and nursing staff, shall develop policies and procedures  based on 
demonstrated best practices for ensuring the quality of medication therapy. 

A. Creating a Relationship with the Patient

A-1. Pharmacist Role in Direct Patient Care.

 Hospital and pharmacy department policies should encourage pharmacists to  provide direct 
patient care to the greatest extent possible in both inpatient and outpatient settings.

 Hospital and pharmacy department policies should encourage pharmacists to engage in 
medication therapy management, immunization, medication ordering and administration, and 
other patient care activities to  the extent permitted by law, regulation, and hospital 
requirements.
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Minimum standards for pharmacies in 
hospitals.
A-2. Continuity of Care.

 Pharmacists should assume responsibility for continuity of care for patients’ medication 
therapy.

 Policies and  procedures for admissions, discharges, and transfers so that  patients’ medication 
therapy is well managed regardless of  patient transitions across care settings.

A-3. Patient Confidentiality.

 Laws and regulations.

 Safeguarding access to all patient information.

 Patient information shall be shared only with authorized health professionals  and others 
authorized within the hospital or health system as  needed for the care of patients.

 Pharmacy personnel should  periodically receive training in how to comply with patient  
confidentiality laws and regulations.
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Minimum standards for pharmacies in 
hospitals.
B. Acquiring Essential Patient Data.

 Pharmacists should obtain, prepare, or have immediate access to comprehensive medication
histories for each patient, from the patient’s medical record or other databases (e.g., a
medication profile), or both.

 A pharmacist-conducted medication history for each patient is desirable.

 Electronic medical records should be constructed so that medication histories and other data
required for medication management, including medication reconciliation, are available to all
health professionals caring for a patient.
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Minimum standards for pharmacies in 
hospitals.
C. Consulting With Other Health Professionals About Medication Therapy.

C-1. Pharmacist’s Consultations.

 Pharmacists should provide oral and written consultations to other health professionals
regarding medication therapy selection and management.

C-2. Medical Record Documentation. 

 There shall be policies  and procedures for pharmacist review of and documentation  in 
patients’ medical records.

 Recommendations made by the pharmacist and actions taken in response to those 
recommendations should be documented in the patient’s medical  record. 

C-3. Medication Therapy Decisions.

 The pharmacist initiates, monitors, and modifies medication therapy for individual patients 
(laws and regulations). 
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Minimum standards for pharmacies in 
hospitals.

Standard IV. Drug Product Procurement  and Inventory Management

The pharmacy shall be responsible for the procurement, distribution, and control of all drug
products used in the hospital for inpatient and ambulatory patients.

A. Selecting Sources of Pharmaceutical Products.

A-1. Medication Acquisition.

 These policies and procedures should address:

 formulary development (including initial evaluation for formulary consideration, medication-
utilization review programs, and therapeutic interchange).

 medication shortages.

cost-effective patient services.
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Minimum standards for pharmacies in 
hospitals.

B. Managing Inventory.

B-1. Medication Storage.

Medications shall be received, stored, and prepared under proper conditions of sanitation,
temperature, light, moisture, ventilation and security to ensure medication integrity and personnel
safety.

B-2. Drug Shortages. 

 The pharmacy’s inventory management system should be designed to detect  subminimum inventory 
levels and alert the pharmacy to potential shortages.

 The pharmacy should develop strategies for identifying alternative therapies, working with suppliers, 
collaborating with physicians and other health care providers, and  conducting an awareness 
campaign in the event of a drug  product shortage.
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Minimum standards for pharmacies in 
hospitals.

B-3. Samples.

 The use of medication samples shall be eliminated  to the extent possible.

 Medication samples shall never be used  for inpatient treatment.

 If use of samples is otherwise permitted, there shall be policies and procedures to ensure their 
safe use.

B-4. Patient Care Area Stock.

 The proper use of automated dispensing devices reduces the need for medications to be stored  
in nonpharmacy areas.

 Storage of medications in nonpharmacy areas (e.g., patient care and procedural areas) shall to  
the extent possible be limited to medications for emergency  use and routinely used personal 
care items (e.g., mouthwash  and antiseptic solutions).
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Minimum standards for pharmacies in 
hospitals.

B-5. Controlled Substances.

There shall be policies and procedures to ensure control of the distribution and use of con-
trolled substances and other medications with a potential  for abuse.

B-6. Patient’s Own Medications.

 Drug products and related devices brought into the hospital by patients shall be identified  by 
pharmacy and documented in the patient’s medical record  if the medications are to be used 
during hospitalization.

 They  shall be administered only to a prescriber’s order  and according to hospital policies and 
procedures, which  should ensure the pharmacist’s identification and validation  of medication 
integrity as well as the secure and appropriate  storage and management of such medications.
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Minimum standards for pharmacies in 
hospitals.

C. Inspecting Storage Areas and Inventory Items.

All stocks of medications shall be inspected routinely to ensure the absence of outdated, recalled, unusable, or
mislabelled products.

Storage conditions that would foster medication deterioration, storage arrangements that might con- tribute to
medication errors, and other safety issues shall be assessed, documented, and corrected.

D. Returning Recalled, Expired, and Other Unusable  Items.

 There shall be a written procedure for the timely handling and documentation of a drug product recall.

 These procedures should include an established process for removing  from use any drugs or devices subjected to 
a recall, notifying appropriate health care professionals, identifying patients who may have been exposed to the 
recalled medication, and, if necessary, communicating available alternative  therapies to prescribers.

 The pharmacy shall be notified of any defective drug products or related supplies and equipment encountered by 
the nursing or medical staffs.

 All drug  product defects should be reported to the reporting program (e.g., JFDA). 
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Thank you
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