Yellow Fever Vaccination
Certification Program
Manual
|:- “Y DEPARTMENT OF

- HEALTH
Louisiana Department of Health
Office of Public Health

LOUISIANA

Center for Community
and Preventive Health

Updated August 2023



Approval and Implementation

This operating procedure is hereby accepted for implementation and supersedes all previous

editions.

loshua dimmons

Joshua Simmons
Yellow Fever Program Coordinator

(huausttaS PR voln

Chaquefz’Johnson, IPNP, MPH
Directof, Immunization Program

Joseph Kanter, MD, MPH
State Health Officer

Yellow Fever Certification Program | August 2023

08/08/2023
Date

8/30/2023
Date

8/30/2023
Date

Page i



Record of Change

Submit recommended changes to this operating procedure to the Louisiana Department of Health
(LDH) Office of Public Health (OPH). Immunization Program Adult Immunization Coordinator

Joshua Simmons. Yellow Fever Coordinator.

= As Reads Page # Change to Read Date

1 Entire manual update/review All 03/25/2022
2 Physician in document Multiple Provider 08/08/2023
3 Pharmacist Application 08/08/2023
4 Letterhead Update 08/08/2023

Center for Community and Preventive Health

Yellow Fever Certification Program | August 2023

Page 3



Yellow Fever Certification Program

Table of Contents

IR U [ oo 1Y PPN 5
[I. Assignment of RESPONSIDIlITIES ...ccicviiiiiiiee e e e e et re e e e erae e e e bre e e eanaeas 5
IV, PPOCEAUIE .ttt b e s h e sttt e bt e e bt e s b e e saeesab e e bt e bt e bt e abeesbeesaeeemteebeenbeesaeesanenas 6
A. Ordering the Official Uniform Stam.......coociiii it e e e e ebae e e e e baee e e eanes 7
B. Issuing the Official Uniform STamIP ....coo ittt e e s e e e sabae e e s ssraeeeas 8
C. Retrieval and Destruction of Official Uniform STamp ......cccceeiiiiiiiiiiiie e 8
DI UL T =T o T ] o £ PP PPPTPPPPPPPPPPRY 9
E. International Certificate of Vaccination or Prophylaxis .........cccceeeeciiricciiee e 9
Fo AQVEISE EVENTS ..ottt ettt et h e sttt et e s bt e she e sae e s ab e st e et e e bt e bt e sbeesaeeemteenbeenbeesbeesanenas 9
ORI T o =1 o] [ T YT @ o P T = YU SUSPRNt 10
[ T O L0 T o o [ PP UPT TSP 10
VR Y- | XU Vo T 1 A PP PP 10
VL REFEIEINCES ettt ettt ettt e s bt e sttt e s a bt e s bt e s bbeesabeeesabeesabeesabbeesabeesabeeeanbeesanenenars 11
LV PP O PPTTRSPPRPPP Acronyms and Definitions
........................................................................................................................................................................ 11
F AV Yol £o] 01V 1 o [ PP TPTPPPPPTPTPPPPPRY 11
B D iNITIONS ettt sttt et e r e r e s s an e s r e reenes 11
RV Y o - ol o T 4 1= L PSP P USRI PO PSP 13
Attachment 1: Inspection Visit for Yellow Fever Vaccination CeNter.........ccceccveeeecciieeeeccieeeecireee e 13
Attachment 2: Inspectional Visit QUESTIONS ........ceiiiiiiiiieiiiee ettt eeetee e e e ta e e e e are e e e beeeesensaneeens 14
Attachment 3: Letter Authorizing the Yellow Fever Vaccination Centers .......ccccccevevveeevciveeeecsveeessiveeens 16

Yellow Fever Certification Program

Yellow Fever Certification Program | August 2023 Page 4



I. Purpose

The purpose of this Manual is to document the process of certification for Yellow Fever
Vaccination Centers in Louisiana, in accord with the State Sanitary Code. This manual updates
the previous Yellow Fever Manual dated 2022.

I1. Assignment of Responsibilities

It is the responsibility of the Regional Medical Director and his or her designated staff in the
Office of Public Health regions to participate in the certification process for the Yellow Fever
Vaccination Centers.

History and Legal Authority of the Louisiana Office of Public Health to Certify Yellow
Fever Vaccination Centers in the State

The International Health regulations, Chapter Il, Article 66, World Health Organization, to which
the United States of America is signatory, require the health administration of each nation to
designate centers where international travelers may be vaccinated against yellow fever. In the
United States, the United States Centers for Disease Control and Prevention (CDC) has this
authority. The yellow fever vaccine used must be approved by the World Health Organization and
the traveler’s International Certificate of Vaccination (or Revaccination) against yellow fever must
be properly validated.

Since September 1, 1977 (see letter on page 8) state and territorial health departments have been
delegated the responsibility of designating and supervising non-federal Yellow Fever Vaccination
Centers within their jurisdictions. Criteria for facilities to be so designated are determined by
each state and territorial health department. These departments issue and control the Uniform
Stamps, which are used to validate International Certificates of Vaccination (or revaccination)
against yellow fever. The rules governing the state of Louisiana designation of centers are
contained in the State Sanitary Code (Louisiana Administrative Code, Title 51, PUBLIC
HEALTH, Part 11, Chapter 9, '901-'907).

I11. Prerequisites

The application for designation as a certified yellow fever vaccination center is completed fully
by the applying provider and sent or brought to the parish health unit or regional office of the
Office of Public Health, wherein the provider’s office is located. Note that the Yellow Fever
Vaccination Center certification is based on the individual provider(s) at that location who hold a
stamp. The stamp is only to be used by that provider and is NOT transferrable to any other
provider in the clinic. Once the provider holding the stamp is no longer at that clinic, the stamp
must be returned and the center must reapply with the new physician credentials.

The application is found on the web site of the Yellow Fever Vaccination Certification Program:
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http://www.LDH.louisiana.gov/index.cfm/page/1001.

A hard copy of the application must be printed and completed.

The application is reviewed by the Regional Medical Director or his or her designee.

The applying physician must possess a current, valid, and unrestricted license to practice
medicine and surgery in Louisiana. This licensure requirement must be verified with the
Louisiana Board of Medical Examiners; the web site is http://www.lsbme.louisiana.gov/ and this
site will contain the needed information. If the license to practice medicine and surgery is not
valid, the application must be rejected and the applying physician notified immediately.

The applying pharmacist must possess a current, valid, and unrestricted license to practice
pharmacy in the state of Louisiana. This license must be verified by the Louisiana Board of
Pharmacy; the web site is https://secure.pharmacy.la.gov/Lookup/LicenseLookup.aspx. If the
license to practice pharmacy is not valid, the application must be rejected and the applying
pharmacist notified immediately.

IV. Procedure

When this licensure verification step is satisfactorily completed, the applying provider must be
contacted and an inspectional visit arranged to the office or clinic site in which the provider
practices. The Regional Medical Director or his or her designee should arrange the inspectional
visit at a time when the applying provider is in the office or clinic. The inspectional visit
includes:

(1) Assurance that the applying physician has computer access to the Internet and is
knowledgeable of the CDC web site http://wwwnc.cdc.gov/travel in which the details of
traveler’s health information is found, including the countries of the world where yellow
fever immunization is required for entry.

(2) Assurance that the provider is aware of the semi-annual reporting requirement of yellow
fever vaccine usage to the Office of Public Health regional office, including any
Untoward reactions attributable to the yellow fever vaccine in any patient. This
requirement would also entail that the provider have an adequate system of record
keeping and keeping patients’ charts of those getting the yellow fever vaccine.

(3) Assurance that the applying provider is knowledgeable of the process by which
International Certificates of VVaccination are obtained.

(4) Assurance that emergency medications and supplies are available in the office or clinic
site to render immediate medical help to any patient who may experience a severe
immediate reaction to the injection of yellow fever vaccine.

(5) Assurance that “after hours” care (usually nights and weekends) is available for medical
help to any patient who experiences a delayed reaction to the yellow fever vaccine, either
in the office or clinic or by referral to a near-by emergency room. If the provider does not
have staff available for after-hours care, the provider must easily accessible educational
materials that provide the appropriate steps an individual should take in the event that
they experience an adverse reaction. (l.e. pamphlets, brochures)

(6) Assurance that there is adequate staff in the office or clinic to provide appropriate
medical care (this decision is made using the best professional judgment of the person
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providing the inspection).

(7) Assurance that there is adequate refrigeration available in the office or clinic for storage
of the yellow fever vaccine at a temperature consistent with the recommendation of the
vaccine’s manufacturer, as contained in the package insert of the vaccine.

(8) Assurance that any questions from the provider and/or his or her staff members about the
certification process, the designation as a certified yellow fever vaccination center or
related matters will be answered adequately and satisfactorily.

(9) Use “Inspection Visit Questions” template that is included as an appendix to this
document.

Upon satisfactory completion of the inspection process, the Regional Medical Director or his or her
designee notifies the Yellow Fever Vaccination Center Certification Program administrator
(hereafter referred to as the administrator) in writing (e-mail is satisfactory) that the inspection has
been satisfactorily completed and approval of the application is recommended. The administrator
as duly authorized by the State Health Officer, then signs and dates the application from the
applying provider and returns it by Fax or .pdf to the Regional Medical Director or to his or her
designee. The official Uniform Stamp is then ordered.

A. Ordering the Official Uniform Stamp

The Stamp is ordered from Ed Smith’s Stencil Works, 4227 Bienville Street, New Orleans,
Louisiana 70119. This may be accomplished in writing via regular mail or by fax. The fax
number of Ed Smith’s Stencil Works is (504) 525-2157. The telephone number of Ed Smith’s
Stencil Works is (504) 525-2128. The specifications of the stamp are as follows:

It must be wooden, with a rubber stamp face. The dimensions of the stamp are approximately 1-
inch square. The lettering on the stamp must contain the following information in the format
illustrated:

OFFICIAL VACCINATION
LOUISIANA
US.A.
(INSERT PROVIDER’S LOUISIANA
PROFESSIONAL LICENSE NUMBER)

The stamp may take several days or longer to be made. It should be specified that the stamp is to
be sent to the Regional Medical Director or his or her designee at the regional office of the Office
of Public Health. The invoice (bill) for the stamp should be paid out of your Regional Budget
(Regional Org Budget) and use Reporting Category 0078.

Note: The Provider’s Louisiana Professional License number used on the stamp should be
as follows:
If the number has an “L” or "MD" before the number, do not include the “L” or
"MD" in the number, just the digits following the “L” or "MD"
If the number has an “R” following the number, do include the “R” in the
number, following the digits.
For numbers already issued as of the date of receipt of this manual, the numbers
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differing from the above rules do not have to be changed.

B. Issuing the Official Uniform Stamp

Upon receipt of the stamp, the application must be stamped and sent to the administrator of the
program in Central Office and a copy also kept on file in the regional office. A copy sent by fax to
Central Office is satisfactory. The stamp must be hand delivered to the applying provider, who is
reminded that the stamp is the property of the state of Louisiana, and must be returned to the Office
of Public Health if the provider (a) leaves the office or clinic, the address of which appears on the
application, (b) decides not to be a Certified Yellow Fever Vaccination Center anymore, or (c) loses
full and unrestricted licensure to practice medicine in Louisiana.

Once the applying provider receives the stamp, CDC and the vaccine manufacturer must be
notified of the provider’s name and address.

The vaccine manufacturer must be notified in writing of the newly certified center by the Regional
Medical Director or his or her designee. The letter can be scanned/emailed to CAMMIil-

Y Fsanofipasteur@sanofi.com, or sent by regular mail or fax attention the Yellow Fever Vaccine
Coordinator. A sample letter is found on page 10 of this manual. You must also register for a new
account with Sanofi Pasteur at www.vaccineshop.com

For ordering, the newly certified provider may order the yellow fever vaccine from Sanofi Pasteur
by telephone, fax or by visiting the company’s web site: http://www.sanofipasteur.us.

Order Processing Representative
SanofiPasteur

One Discovery Drive

Swiftwater, PA 18370
1-800-VACCINE (822-2463)

Fax: (800) 752-9341
CAMMIil-YFsanofipasteur@sanofi.com

The administrator of the Yellow Fever Vaccination Program in Central Office will notify the CDC
of the new Center by entering the information into the CDC database. The CDC no longer wants
to be notified by email or mail of new centers. However, if you have questions about the program
at the National level, please email:

CDC Yellow Fever Uniform Stamp Coordinator:

Email: dgyellowfever@cdc.gov
Fax: 404-639-4111
Phone: 404-639-4865

C. Retrieval and Destruction of Official Uniform Stamp

If for any reason cited above, the provider in the Certified Yellow Fever Vaccination Center must
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give up the official uniform stamp, it must be returned to the Regional Medical Director or his or
her designee and destroyed (made non-usable) and discarded. A written note (e-mail note is
satisfactory) from the Regional Medical Director or his or her designee to the administrator of the
Yellow Fever Vaccination Center Certification Program in Central Office is satisfactory. Likewise,
both CDC and the vaccine manufacturer must be notified as soon as possible that the provider is no
longer a certified yellow fever vaccination center in Louisiana. As noted in the process for issuing
a uniform stamp, the Regional Medical Director or his or her designee must notify the
manufacturer that the provider is no longer a Certified Yellow Fever Vaccination Center (see
above for name and address of the manufacturer) and the administrator in Central Office will
notify CDC of the same fact.

D. Usage Reports

Semiannually, the central office administrator will notify each Regional Medical Director that the
usage reports are due. The semiannual usage reports are completed by the certified center provider
or his or her designee and sent to the Regional Medical Director or his or her designee at the
regional office of the Office of Public Health. This includes the usage reports from parish health
units, which are also Certified Yellow Fever Vaccination Centers. The usage report form is found
on the web site of the Yellow Fever Vaccination Certification Program at:
http://www.LDH.louisiana.gov/index.cfm/page/1001

A hard copy of the form must be printed and completed.

If any certified center does not file usage forms in a timely manner, the Regional Medical
Director or his or her designee should contact the center and request the report.

E. International Certificate of Vaccination or Prophylaxis

An International Certificate of Vaccination or Prophylaxis (ICV) may be issued to any person at
the time of immunization with yellow fever vaccine. The impression of the uniform stamp is
placed in the designated area of the page reserved for yellow fever vaccinations.

An example certificate can be found at: https://www.who.int/ihr/ports_airports/icvp_note/en/

The ICV must be ordered from the United States Government Printing Office in Washington, D.C.
They are available in bulk, and prices are subject to change. Orders may be placed several ways:

Address: 732 North Capitol St. NW « Washington, DC 20401 e-mail: ContactCenter@gpo.gov
http://bookstore.gpo.gov/catalog/health-benefits/immunization-vaccination

DC Metro Area telephone: 202-512-1800
Toll Free telephone: 866-512-1800
Fax: 202-512-2104

F. Adverse Events

Healthcare providers are encouraged to report cases of febrile illness potentially caused by yellow
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fever vaccination to the CDC Vaccine Adverse Events Reporting System (VAERS) by one of the
following methods:

1. Submitting a report online at https://vaers.hhs.gov/esub/index
2. Printing and faxing or mailing it using information at https://vaers.hhs.gov/esub/index
3. Calling 1-800-822-7967

Untoward reactions may be regarded as follows:
Persons who develop a fever
- >38.5°C (101.3°F) lasting at least 24 hours and
- occurring within 30 days of yellow fever vaccination

These will be prioritized by VAERS for further evaluation.

Note: Because local healthcare providers need to be involved in the evaluation, reports cannot be
accepted directly from individual patients.

For more information, please see: https://wwwnc.cdc.gov/travel/yellowbook/2016/infectious-
diseases-related-to-travel/yellow-fever#

G. Variable Time Charges
The Vaccine for OPH Regional offices should be purchased from the Regional Budget.

For charges of those activities in this program conducted by all Office of Public Health personnel
on “variable time,” the reporting category is 0078.

The charges for Yellow Fever Vaccine administered at the PHU will be as follows:
$176.39 (CPT code 90717) + $10 standard admin fee = $186.39 total cost for the clients

H. Questions

Questions regarding this program or this manual may be directed to the administrator of the
Yellow Fever Vaccination Center Certification Program in Central Office at (504) 568-2600.

I. Documentation
Under the HCR 51 Legislation, all vaccines administered are required to be reported and

documented in LINKS. If you are not enrolled or need assistance with navigating LINKS; please
reach out to the immunization consultant supervisor of the respective region.

V. Legal Authority
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Louisiana Sanitary Code Provisions

Please refer to: State Sanitary Code (Louisiana Administrative Code, Title 51, PUBLIC
HEALTH, Part 11, Chapter 9, '901-'907) available on the internet at web site:
www.doa.louisiana.gov/osr/lac/books.htm

V1. References

Chan RC, Penney DJ, Little D, et al. Hepatitis and death following vaccination with 17D-204
yellow fever vaccine. Lancet 2001;358:121-2.

Martin M, Tsai TF, Cropp B, Chang GJ, et al. Fever and multisystem organ failure associated with
17D-204 yellow fever vaccination: a report of four cases. Lancet 2001;358:98-104.

Vasconcelos PF, Luna EJ, Galler R, et al. Serious adverse events associated with yellow fever
17DD vaccine in Brazil: a report of two cases. Lancet 2001;358:91-7.

Centers for Disease Control and Prevention. Notice to readers: Fever, jaundice, and multiple organ
system failure associated with 17D-derived yellow fever vaccination, 1996-2001. MMWR
2001;50:343-5.

VIl. Acronyms and Definitions

A. Acronyms

CDC Centers for Disease Control and Prevention

LDH Louisiana Department of Health

IvVC International Certificate of Vaccination or Prophylaxis

OPH Office of Public Health

VAERS Vaccine Adverse Events Reporting System

Providers Designates trained physicians and/ or pharmacist who hold an active license in the
state of Louisiana.

B. Definitions

YF-VAX®: Yellow Fever Vaccine, for subcutaneous use, is prepared by culturing the 17D-204
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strain of yellow fever virus in living avian leukosis virus-free (ALV-free) chicken embryos. The
vaccine contains sorbitol and gelatin as a stabilizer, is lyophilized, and is hermetically sealed under
nitrogen. No preservative is added. The vaccine must be reconstituted immediately before use with
the sterile diluent provided (Sodium Chloride Injection USP — contains no preservative). YF-VAX
vaccine is formulated to contain not less than 4.74 log10 plaque forming units (PFU) per 0.5 mL
dose throughout the life of the product. YF-VAX vaccine is a slight pink-brown suspension after
reconstitution.
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VIII. Attachments

Attachment 1: Inspection Visit for Yellow Fever Vaccination Center

Applying Physician:

Address:

City: Zip:
Phone: Fax:

Applying Facility:

Facility Address: (if different from applying physician’s address):

DEA#:

La. Medical License Number:

The following items will appear on the CDC Web site for “Traveler’s Health”
available to the public, if provided by the physician:

E-Mail Address:_

Facility Web site:_
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Attachment 2: Inspectional Visit Questions

Question

Yes

No

Inspected

Comments

Does the facility
Have computer
access for Yellow
Book information?

Knowledgeable of
CDC web site and
where/how to find
Traveler’s
destination country
which requires
vaccination?

Is the physician
Aware of semi-
annual reporting
requirements for
vaccine usage to
OPH Regional
Office, including
any untoward
reactions
attributable to the
vaccine in patient?

Does the provider
Have an adequate
record keeping
system for persons
who receive the
vaccine?

Is the provider
Knowledgeable of
the process by
which International
Certificates of
Vaccination are
obtained?

Are emergency
Medications and
supplies, including
0, available in the
clinic in order to
react to any severe
reaction to the
vaccine?
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Is after hour care
Available for
medical assistance
and is it
communicated
adequately to
patients receiving
the vaccine?

Is there adequate
staff to provide
appropriate medical
Care to vaccinated
persons?

Is there adequate
Refrigeration with
a thermometer for
storage of the
vaccine? Are
refrigerator logs
kept to record
consistent
temperatures for the
safety of the
Vaccine (according
to manufacturer’s
package insert)?

Remarks

This facility was inspected by:

Agency:

Date:

and was found to meet or exceed all requirements for approval of the application. Approval of
this facility is hereby recommended for certification as a Yellow Fever Vaccination Center.

Facility Physician Signature

Print Name

Date:
Yellow Fever Certification Program | August 2023 Page 15




Attachment 3: Letter Authorizing the Yellow Fever Vaccination Centers

DEFPARTMENT OF HEALTH, EDUCATION. AND WELFARE
FUBLIC HEALTH SERVICE
':L CENTER FOR DISEQRE COMNTROL
ATLANMTA, GEORGIA 10133
TELEFHONE: (404) 633-3311

July 14, 1977

TO: Unlited States Desipnated Yellow Fewver Vaccination Centers

Under Executive Order of the President, the United States Public Health
Scrvice has the responsibility of designating Centers where intemational
travelers may be vaccinated against ycllow fevex.

Effective September 1, 1977, the State and Territorial Health Departments
are delegated the responsibility for the designation and supervisien of
non-Federal Yellow Fever Vaccination Centers within their jurisdiction. The
State and Territorial Health Departm@nts will issue and control the Uhndform
Stamps which may be used to valldate International Certlficates of Vaccinatiom
against Yellow Fever. Tt will he within the purview of the State and
Territorial Health Departments to determine which non-Federal facilities and
physicians will bc suthorized to vaccinate apainst yollow fover and to stamp
International Certificates of Vaccination. As a currently designated non-
paik Federal Yellow Fever Vaccination Center, it will be mnecessary for you to
- reapply to your State or Territorial Health Department for authority te
administer yellow fever vaccine and to validate Intemnational Certificates
of Vaceination against Yellew Fever.

All Yellow Fever Vaceination Conter stamps eurrently in use are being
recalled. Please return the Yellow Fever Vaccination Center stemp assigned
to your Center to us as soon as possible after September 1, 1977, but no
later than December 1, 1977.

Federal facilities will continue to operate as they have in the past and
will validate Tntemnational Certificates of Vaccination with their approved
seal or stamp.

We are enclosing a copy of the revised policy statement. We believe
this policy will considerably improve the yellow fever vaccination
program. If you have any questions -concerning the new policy, you may
contact your State or Territorizl Health Department or this office.

Sinceraly yours,

Yy Feandas

oseply F. Giordano
Director

{uarantine Division
Bureau of Epidemiology
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John Bel Edwards
GOVERNOR

Dr. Courtney N. Phillips
SECRETARY

Sivosers

State of Louisiana

Louisiana Department of Health
Office of Public Health

SAMPLE LETTER TO VACCINE MANUFACTURER
DATE

Yellow Fever Vaccine Coordinator
Sanofi Pasteur

Discovery Drive

Swiftwater, PA 18370

Dear Sir or Madam,

Please know that (physician name), MD is now a certified yellow fever vaccination
provider. Dr. (physician last name) is located at the (office or clinic name), (street
address), (city/town), Louisiana (zip code).

Dr. (physician last name)’s license number is (physician LA license #) and the stamp
number is (stamp number). Contact information:

Dr. (physician full name)

Fax: (physician fax #)

Telephone: (physician telephone number)
Email: (physician email address)

Thank you for adding Dr. (physician last name) to your list of certified yellow fever
vaccine providers in Louisiana.

Sincerely,

Regional Medical Director
(or designee)

Bienville Building = 628 N. Fourth St. = P.O.Box 3214 = Baton Rouge, Louisiana 70821-3214
Phone: (225) 342-8093 = Fax: (225) 342-4848 = www.ldh.la.gov

An Equal Opportunity Employer
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