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Immunization Program Objectives
• To educate and provide Pharmacies the tools necessary to
implement an immunization program and achieve Certification
for immunizations .
• To create a Value-Added collaborative revenue opportunity for
Pharmacies
• To give assurances to pharmacy customers and payers that
their immunization quality has been validated by a third party

History of Immunizations & Pharmacy

1994 was the
watershed year
• First training program for pharmacist
immunizers developed by:
Jacqueline Gardner epidemiologist
at Univ of WA school of pharmacy
• Rod Shafer EVP WA state pharmacists
association

Over the first 4 years 500
pharmacist were trained

History of Immunizations & Pharmacy
1996 APhA’s annual mtg call for action
Adopt 1 of 3 roles in immunization advocacy
➢ Pharmacist as advocate and pharmacy acts as an immunization motivation
center
➢ Pharmacist as Facilitator, hosting others that vaccinate , such as Nurses
➢ Pharmacists as immunizer, with pharmacists delivering immunizations according
to state law

History of Immunizations & Pharmacy
1997 2-Pharmacy Chains in Washington State
became trailblazers
Fred Meyer
Drug Emporium

Setting up for vaccine services
➢Appoint a staff member as a vaccination coordinator
➢Plan workflow and space
➢Determine how and where vaccines will be stored
➢Ensure temperature monitoring equipment
➢Purchase emergency response supplies
➢Identify staff for administering
➢Perform staff training

Checklist for Safe Vaccine
storage and handling
https://www.immunize.org/catg.d/p3035.pdf

Safe Vaccine storage and handling
➢ Receive vaccine shipments
- Open package immediately
- Assess for proper storage conditions of the vaccine
shipment upon arrival
- Store vaccines immediately at the recommended storage
temperature
- Know where to place vaccines within the refrigerator or
freezer
➢ Monitor and record temperatures at least twice each day
- Choosing thermometers
➢ If there’s a problem, take appropriate action right away;
report power failures or other storage issues immediately!
➢ Transport vaccines properly (and only when absolutely
necessary)

Getting Started
➢ Determine who can administer vaccines (either independently or
under standing orders)
➢ Always provide a Vaccine Information Statement (VIS)
➢ Administer the vaccine properly
➢ Use the proper site for injection
➢ Prepare the vaccine (and diluent, if needed)
➢ Use the proper needle gauge and length
➢ Administer injections by the correct route – intramuscular (IM) or
➢ Subcutaneous (Subcut) injections
➢ Know how to deliver nasal spray vaccine (when recommended)
➢ Administer all needed vaccines at the same visit
➢ Safely dispose of the needle and syringe and nasal sprayer

Observation importance
➢Avoid vaccine administration errors
➢Prepare and watch for an allergic reaction
(anaphylaxis) after vaccination
➢Always report anaphylaxis and other adverse events
after vaccination to VAERS
➢Prepare and watch for syncope (fainting)
➢Communicate about appointments for subsequent
doses
➢Understand proper spacing of doses

VAERS
Vaccine Adverse Event reporting System
➢ The Vaccine Adverse Event Reporting System (VAERS) is a national
vaccine safety surveillance program co-sponsored by the FDA &
the CDC
➢ The purpose of VAERS is to detect possible signals of adverse
events associated with vaccines.
➢ VAERS collects and analyzes info from reports of adverse events
(possible side effects) that occur after the administration of US
licensed vaccines.
➢ Reports are welcome from all concerned individuals: patients,
parents, health care providers, pharmacists and vaccine
manufacturers.

Serving your patients
➢ Determine the patient’s previous vaccination
history
➢ Determine which vaccines are needed
➢ Screen for contraindications and precautions to
vaccines
➢ Advise the patient if he or she should be vaccinated
➢ Educate your patients about diseases for which
they may be at risk and the vaccines that can
prevent them

Consider the patient’s HALO
➢ Before you vaccinate adults, consider their
“H-A-L-O”! ✔
➢ What is H-A-L-O? can help you make an initial
decision about vaccinating a patient based on four
factors – the patient’s
1.
2.
3.
4.

Health condition
Age
Lifestyle
Occupation

https://whyimmunize.org/wp-content/uploads/2015/02/5_Before-you-vaccinateadults-consider-thier-H-A-L-O.pdf

Consider the patient’s HALO

Vaccination of Special Populations

➢ Women who are pregnant
➢ People who may be immunosuppressed
because of disease or treatment of disease
➢ People with anatomic or functional asplenia
➢ People without a vaccination record
➢ People vaccinated outside the United States
➢ Healthcare personnel (HCP)
➢ Childcare, home health care, and long-term
care providers
➢ International travelers

Documentation and related issues
➢ Record federally required information about your patient’s vaccinations in the
patient’s permanent medical record or in a log
➢ Follow CDC guidelines for documenting that you gave the patient current VISs Record
specific information about each administered vaccine in your pharmavaccine
administration record
➢ Report adverse events that occur after vaccination

➢ Update your patient’s personal vaccination record card or provide a record to your
patient
➢ Update your patient’s vaccination record in your state or local Immunization
Information System (IIS, or registry), if one is available

VIS
Vaccine Information Statement
For all vaccines and in multiple languages

https://www.immunize.org/vis/vis_english.asp

Administering Vaccines to Adults
➢Dose, Route, Site, and Needle Size
➢How to Administer Intramuscular and Subcutaneous
➢Vaccine injections to Adults
➢How to Administer Intramuscular, Intradermal, and
➢Intranasal Influenza Vaccines
➢Vaccines with Diluents: How to Use Them Medical
➢Management of Vaccine Reactions in
➢Adult Patients Vaccine Administration Record for Adults
➢ Vaccine Administration
➢e-Learn (CDC)

Materials and Resources
https://www.immunize.org
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Recommended Adult Immunization Schedule, United States
Summary of Recommendations for Adult Immunization
Before You Vaccinate Adults, Consider Their “H-A-L-O”!
Ask the Experts: Experts from CDC Answer Questions About Vaccines
Guide to Contraindications and Precautions to
Commonly Used Vaccines in Adults
Screening Checklist for Contraindications to Vaccines for Adults
Screening Checklist for Contraindications to Inactivated Injectable Influenza
Vaccination
Using Standing Orders for Administering Vaccines:
What You Should Know
Vaccinations for Adults (suite of patient-friendly schedules for adults with specific
health conditions)
Questions and Answers on Vaccines (for patients) Vaccine Fact Sheets: Protect
Yourself from...

Pharmacy immunizations and
Covid-19 Vaccine
DEPARTMENT OF HEALTH AND HUMAN SERVICES Guidance Office
of the Secretary
__________________________________________________________________
___________________________________________________
Guidance for Licensed Pharmacists and Pharmacy Interns Regarding
COVID-19 Vaccines and Immunity under the PREP Act
On January 31, 2020, the Secretary of Health and Human Services declared that,
effective January 27, 2020, the 2019 novel coronavirus (COVID-19) is a publichealth emergency for the United States. The United States Department of Health
and Human Services (HHS) is the lead agency for the federal government’s
response to the COVID-19 pandemic.

Pharmacy immunizations and
Covid-19 Vaccine
To qualify as “covered persons” under 42 U.S.C. § 247d-6d((i)(8)(B) when administering
FDA- authorized or licensed COVID-19 vaccines, State-licensed pharmacists and pharmacy
interns licensed or registered by their State board of pharmacy must satisfy the following
requirements:
➢ The vaccine must be FDA-authorized or FDA-licensed.
➢ The vaccination must be ordered and administered according to the Advisory
Committee on Immunization Practices’ (ACIP’s) COVID-19 vaccine recommendation.
➢ The licensed pharmacist must complete a practical training program of at least 20
hours that is approved by the Accreditation Council for Pharmacy Education (ACPE).
This training program must include hands-on injection technique, clinical evaluation of
indications and contraindications of vaccines, and the recognition and treatment of
emergency reactions to vaccines.

Pharmacy immunizations &
Covid-19 Vaccine
➢ The licensed or registered pharmacy intern must complete a practical training program
that is approved by the ACPE. This training program must include hands-on injection
technique, clinical evaluation of indications and contraindications of vaccines, and the
recognition and treatment of emergency reactions to vaccines.
➢ The licensed pharmacist and licensed or registered pharmacy intern must have a current
certificate in basic cardiopulmonary resuscitation.
➢ The licensed pharmacist must complete a minimum of two hours of ACPE-approved,
immunization-related continuing pharmacy education during each State licensing
period.
➢ The licensed pharmacist must comply with recordkeeping and reporting requirements
of the jurisdiction in which he or she administers vaccines, including informing the
patient’s primary-care provider when available, submitting the required immunization
information to the State or local immunization information system (vaccine registry),
complying with requirements related to reporting adverse events, and complying with
requirements whereby the person administering a vaccine must review the vaccine
registry or other vaccination records prior to administering a vaccine.

Pharmacy immunizations &
Covid-19 Vaccine
➢ The licensed pharmacist must, if the patient is 18 years of age or younger, inform the
patient and the adult caregiver accompanying the patient of the importance of a wellchild visit with a pediatrician or other licensed primary-care provider and refer patients
as appropriate.
➢ The licensed pharmacist and the licensed or registered pharmacy intern must comply
with any applicable requirements (or conditions of use) as set forth in the Centers for
Disease Control and Prevention (CDC) COVID-19 vaccination provider agreement and
any other federal requirements that apply to the administration of COVID-19 vaccine(s).
➢ This authorization preempts any State and local law that prohibits or effectively
prohibits those who satisfy these requirements from ordering or administering COVID19 vaccines as set forth above. But this authorization shall not preempt State and local
laws that permit additional individuals to administer COVID-19 vaccines to additional
persons.

Immunization Certification
Overview
• Application to TCT for program enrollment
• Preparation tools to include recorded educational webinars, Live Q&A,
Policy & Procedure templates and self-assessment checklists
• Assessment of pharmacy ability to meet criteria for administering
• Desk review and validation of standards
• Documentation of successful program completion

Immunization in Time of COVID
➢ Apply best practices for vaccinating in practice during the COVID-19 pandemic
(adapted recommendations from the CDC).
➢ Provide specific appointment times or other strategies to manage patient flow
and avoid crowding.
➢ Ensure sufficient staff and resources to help move patients through the clinic as
quickly as possible.
➢ Limit the overall number of patients at any given time, particularly for
populations at higher risk for severe illness from COVID-19.

➢ Reduce crowding in waiting areas by asking patients to remain outside (e.g.,
request that they stay in their vehicles, if applicable) until they are called into
the facility for their appointment.

Immunization in Time of COVID
➢ Set up a one-way flow through the site, and use signs, ropes, or other measures to
direct patient traffic and ensure physical distancing between patients.
➢ Arrange a separate vaccination area or separate hours for persons at increased risk for
severe illness from COVID-19, such as older adults and persons with underlying medical
conditions, when feasible.
➢ Select a space large enough to ensure a minimum distance of 6 feet between patients in
line or in waiting areas for vaccination, between vaccination stations, and in postvaccination monitoring areas (the Advisory Committee on Immunization Practices
recommends that providers consider observing patients for 15 minutes after
vaccination to decrease the risk for injury should they faint).
➢ Wear gloves and mask when administering intranasal or oral vaccines because of the
increased likelihood of coming into contact with a patient’s mucous membranes and
body fluids.
➢ Change gloves between patients in addition to performing hand hygiene.
➢ Use electronic communications as much as possible (e.g., fill out needed paperwork
online in advance) to minimize time in the of ce as well as reuse of materials

Immunization Certification
INFECTION CONTROL
The organization follows infection control techniques that relate to the type of
patient served, service provided and staff risk for exposure, as well as protection
of the patient and staff from the spread of infection.
➢
➢
➢
➢
➢

The organization has a written infection control policy and procedure.
The organization practices infection control techniques by utilizing the following:
Hand washing before and after each patient contact or use of alcohol-based gel.
Utilization of gloves while handling or cleaning dirty equipment or touching the patient.
Utilization of Standard Precautions when at risk for exposure to blood-borne pathogens.
Proper disposal of gloves in the pharmacy, facility or patient home
➢ All staff has documented training on proper use of PPE.
➢ PPE used is dependent on service being provided and adheres to scope of practice within
the state governing the licensed professional.

Immunization Certification

Standards Examples

Immunization Certification
Patient Services

The organization instructs the patient on process,
potential side effects and expectations.
•The provider has a process for patient instruction prior to
service being performed.

•The staff is trained on what needs to be covered and
training is documented in their personnel file.

Immunization Certification
Patient Services

The organization has a process for follow-up that is related to
the type of service provided and patient’s condition.

•

The organization has a consistent process in place for
follow-up with patients regarding immunization or
diagnostic test results following:
• Vaccine reaction or diagnostic results
• Documentation of follow-up is found in the patient
record.

Immunization Certification
Immunization Services

The organization must have immunization services that meet the needs of the
patients.
• The organization has a process in place for the performance of
immunizations.
• The Provider has the responsibility and knowledge to advise the prescriber and
other health care professionals as to therapeutic actions, utilization and possible
adverse reactions and interactions in order to encourage a positive client
outcome.
• The Provider instructs the client and/or caregiver as to therapeutic actions,
utilization and possible adverse reactions and interactions in order to encourage
a positive client outcome. Vaccine Information Sheet (VIS) is provided to all
patients/guardians.
• Informed consent is collected and maintained when required by state or local
regulation.

Immunization Certification
Immunization Services

The organization follows manufacturer, State Board of
Pharmacy and CDC guidelines for immunizations.
• The organization has a written policy and procedure regarding the
administration of vaccines.
• Vaccine administration is directly related to State scope of
practice and manufacturer guidelines.
• An emergency kit containing Epinephrine and other appropriate
supplies are kept in the immediate vicinity of the vaccine area.
Staff are trained on appropriate emergency intervention in the
event of an adverse event and are knowledgeable upon interview.

Immunization Certification
Immunization Services
The organization follows manufacturer and CDC guidelines for storing and handling
immunizations.

• Vaccines are stored according to manufacturer and CDC guidelines:.
1. Vaccines are inspected upon delivery
2. Vaccines are monitored while stored to ensure recommended storage
temperatures are maintained
3. Refrigerator and freezer temperatures are monitored daily and
documentation is maintained (electronic or paper)
• Vaccine expiration dates are monitored and appropriate action taken for outdates.
• A written plan is in place to address various emergency situations that may
require removal of vaccines from storage, and includes methods for maintaining
temperature thresholds.
• Transporting and shipping of vaccines follows CDC & manufacturer guidelines.

Immunization Certification
Immunization Services

The organization adheres to CDC recommended vaccine schedules
• The organization administers vaccines in accordance with CDC
recommended vaccine schedules related to type of vaccine, age and
immune status of patient..
• The organization administers vaccines in accordance with CDC
recommended intervals between doses for multidoses antigens to provide
optimal protection.

Why Certification by a third party
Like TCT?
Validation of Quality and safety of
immunizations practices
Especially during COVID and Flu season
combined

Other Certification Programs
• Immunizations (can be combined
with Testing Program Certification
• Back to Work

• Infection Prevention for LTC

TCT Pharmacy Accreditation
• Community Pharmacy (Includes POC & Immunizations
standards)
- Long-Term Care
- Medicare Approved DMEPOS (Part B)
- Sterile Compounding
- Non-Sterile Compounding
- Specialty Drugs
- Infusion (Home Infusion Therapy Included)
- Patient-Centered Pharmacy Home (PCPHTM)
- Retail Clinic
- Tele-Pharmacy

Other TCT Accreditation Programs
• Rural Health Clinic – Medicare Approved (Part A)
• Patient-Centered Medical Home (PCMH) – Medicare Recognized
• DMEPOS – Medicare Approved (Part B)

• Immediate Care Clinic
• Value-Based Care

• Ocularist/Anaplastologist
• Private Duty

* All programs are built on Safety-Honesty-Caring®️ platform *

One year ago
today, TCT
celebrated 25
Years simplifying
accreditation for
our customers and
their patients

Questions ?
The Compliance Team, Org
905 Sheble Lane
Spring House, PA 19477
215-654-9110
www.thecomplianceteam.org
Sandra Canally, RN
Founder & CEO
scanally@thecomplianceteam.org
Charles Lager, RPh, MBA
Senior Pharmacy Advisor
clager@thecomplianceteam.org

