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No statistical methods are used in this data collection.

1. Respondent Universe and Sampling Methods

The respondent universe for this requirement is all persons operating or intending to operate
commercial, non-cargo, foreign-flagged, passenger-carrying vessels in international, interstate, or
intrastate waterways subject to the jurisdiction of the United States with the capacity to carry 250 or
more individuals (passengers and crew) and with an itinerary anticipating an overnight stay onboard or a
twenty-four hour stay onboard for either passengers or crew during the period of the Temporary
Extension and Modification of Conditional Sailing Order.

2. Procedures for the Collection of Information

The “CSO Extension” published in the Federal Register on October XX, 2021, extends The Framework
for Conditional Sailing Order published in the Federal Register on November 4, 2020, and continues to
prohibit a cruise ship operator from commencing or continuing any regular passenger operations without
a COVID-19 Conditional Sailing Certificate issued by HHS/CDC. This 6-month emergency information
collection extension request outlines the reporting and document retention requirements that are part of a
phased approach to resuming passenger operations.

The CSO Extension builds upon the phased-in approach to resume cruise ship passenger operations
introduced by the CSO. Cruise ship operators who have already completed the process under the CSO
will not have to resubmit any information under the CSO Extension and can continue sailing with
passengers without interruption. As many cruise ship operators are now familiar with the CSO and its
requirements, many aspects of the phased-in approach can be completed concurrently under the CSO
Extension.



Phase 1:

Per CDC’s CSO Extension, cruise ships operating or intending to operate in U.S. waters must
acknowledge that a complete and accurate COVID-19 response plan (formerly referred to as “No Sail
Order (NSO) response plan”) is observed. '

The COVID-19 response plan, which can be submitted by a cruise ship holding company and apply to
all cruise ships operated by the holding company’s brands, must include: (1) terminology and use of
definitions that align with how CDC uses and defines the following terms: “confirmed COVID-19,”
“COVID-19-like illness,” “close contact,” “fully vaccinated for COVID-19,” and “isolation” and
“quarantine” (including timeframes for isolation and quarantine); (2) protocols for on board surveillance
of passengers and crew with COVID-19 and COVID-19-like-illness; (3) protocols for training all crew
on COVID-19 prevention, mitigation, and response activities; (4) protocols for on board isolation and
quarantine, including how to increase capacity in case of an outbreak; (5) protocols for COVID-19
testing that aligns with CDC technical instructions; (6) protocols for onboard medical staffing—
including number and type of staff—and equipment in sufficient quantity to provide a hospital level of
care (e.g., ventilators, face masks, personal protective equipment) for the infected without the immediate
need to rely on shoreside hospitalization; and (7) procedures for disembarkation of passengers who test
positive for COVID-19.

Phase 1 also includes requirements for COVID-19 testing capabilities and reporting for cruise ship
operators operating or intending to operate cruise ships in U.S. waters. Cruise ship operators must have
onboard testing capabilities to test all symptomatic crew and passengers for COVID-19 and their close
contacts. This includes having onboard rapid nucleic acid amplification test (NAAT) point-of-care
equipment that meets the requirements specified by CDC in technical instructions or orders and have
received CDC approval.” For Phase 1’s mass crew testing requirement, cruise ship operators may use an
onboard viral test (NAAT or antigen test) or arrange shoreside testing at a Clinical Laboratory
Improvement Amendments (CLIA)-certified laboratory so long as it meets the requirements specified by
CDC in technical instructions or orders and have received CDC approval.*

Finally, Phase 1 also includes reporting requirements using the CDC Enhanced Data Collection during
COVID-19 Pandemic (EDC) form. In lieu of submitting the Maritime Conveyance Cumulative
Influenza/Influenza-Like Illness (ILI) Form for COVID-19-like illness and the Maritime Conveyance
Illness or the Death Investigation Form for individual specific cases of COVID-19, the CDC will require
daily submission of the EDC form during the period of the CSO Extension.* Data points for this form
include number of travelers (crew and passengers) currently onboard; case counts and diagnostic testing
data for COVID-19 and COVID-19-like Illness (CLI); screening testing of asymptomatic travelers,

! COVID-19 response plans were formerly referred to as “No Sail Order” response plans. Cruise ship operators that
previously submitted a signed “Acknowledgment of No Sail Order Response Plan Completeness and Accuracy” to CDC have
fulfilled the requirements of this section and do not need to re-submit a COVID-19 response plan.

? Cruise line brands may submit this information for all ships in their fleet.

3 Cruise line brands may submit this information for all ships in their fleet.

* Cruise ship operators with ships that have not been in U.S. waters during the period of the CSO and who wish to operate
those ships in U.S. waters during the period that the CSO Extension remains in effect, must additionally submit the EDC
form during (at a minimum) the 14 days preceding those ships’ expected arrival in U.S. waters and continue to submit the
EDC form after the ships’ entering U.S. waters or, alternatively, arrange for such appropriate shoreside or ship-based testing
of passenger and crew as directed by CDC with subsequent submission of the EDC form after the ships’ arrival.



isolation practices, and the percentage of travelers who are fully vaccinated. The data collected in the
EDC form are used to inform CDC’s COVID-19 Color-Coding System for Cruise Ships.> This data will
greatly increase the transparency of the overall health of the crew members and passengers, and better
allow the CDC to manage potential outbreaks and offer recommendations to the ship and port partners.

The color-coding system is only applicable to cruise ships operating or planning to operate in U.S.
waters. Status of ships is contingent upon daily submission of the EDC form. When a cruise ship
notifies CDC of suspected or confirmed cases of COVID-19 on board, CDC determines whether an
investigation is needed based on a predetermined threshold.® If an investigation is deemed necessary,
CDC will solicit extra information from the cruise ship operator. This investigation gives CDC and the
cruise industry the ability to work closely together to protect the health and safety of those on board and
in communities.

Phase 2A:

The next phase, Phase 2A, focuses on preparation for simulated and restricted voyages. As required
under the CSO Extension, a cruise ship operator’s agreement with U.S. port authorities and local health
authorities must include the following elements: (1) a port agreement between the cruise ship operator
and port authority that takes into consideration the public health response resources of the jurisdiction in
the event of a COVID-19 outbreak, a plan and timeline for vaccination of cruise ship crew prior to
resuming passenger operations, and vaccination strategies to maximally protect passengers and crew
from introduction, amplification, and spread of COVID-19 in the maritime environment and in land-
based communities; (2) medical care agreements between the cruise ship operator and health care
entities, addressing evacuation and medical transport to onshore hospitals for passengers and crew in
need of medical care, in accordance with CDC technical instructions and orders; and (3) housing
agreements between the cruise ship operator and one or more shoreside facilities for isolation and
quarantine of passengers or crew members with COVID-19 and their close contacts, identified from the
day of embarkation through disembarkation for each voyage. Cruise lines/brands may submit these
agreements for all the ships in their fleet. Note, these agreements can remain in place for restricted
voyages, as long as the agreements remain valid.”

In lieu of documenting the approval of all local health authorities of jurisdiction, the cruise ship operator
may instead submit to CDC a signed statement from a local health authority, on the health authority’s
official letterhead, indicating that the health authority has declined to participate in deliberations and/or
sign the port agreement, i.e., a “Statement of Non-Participation.” Additionally, the cruise ship operator
may enter into a multi-port agreement (as opposed to a single port agreement) provided that all relevant
port and local health authorities (including the state health authorities) are signatories to the agreement.

During discussions with cruise ship operators, port authorities, and state and local health authorities, all
parties requested CDC assistance with the required agreements. In response to these requests, CDC has
posted specific guidance online and has provided a checklist for additional reference.

Phase 2B:

5

https://www.cdc.gov/quarantine/cruise/cruise-ship-color-status.html
® https://www.cdc.gov/quarantine/cruise/management/technical-instructions-for-cruise-ships.html#green-ship

7 Cruise ship operators that previously submitted these agreements under the CSO will not have to re-submit the agreements,
provided they remain valid for the period of the CSO Extension.


https://www.cdc.gov/quarantine/cruise/management/technical-instructions-for-cruise-ships.html#green-ship
https://www.cdc.gov/quarantine/cruise/cruise-ship-color-status.html

Phase 2B of the CSO Extension establishes the requirements for simulated voyages where volunteers
play the role of passengers to test cruise ship operators’ ability to mitigate COVID-19 onboard.
Passengers on simulated voyages must be at least 12 years old,? provide their informed consent,’ and
submit a medical certification to the cruise ship operator prior to embarkation.

Before conducting a simulated voyage, a cruise ship operator must submit a Request for Approval to
Conduct a Simulated Voyage Prior to Issuance of COVID-19 Conditional Sailing Certificate at least 5
business days prior to the voyage. A cruise ship operator shall not apply for approval to conduct a
simulated voyage until all of CDC’s requirements relating to onboard laboratory capacity and screening
testing of crew in U.S. waters have been satisfied.

A simulated voyage must include the following simulated activities: (i) embarkation and disembarkation
procedures, including terminal check-in, (ii) on board activities, including at dining and entertainment
venues, (iii) private island shore excursions, if any are planned during restricted passenger voyages, (iv)
evacuation procedures, (v) transfer of symptomatic passengers or crew, or those who test positive for
SARS-CoV-2, from cabins to isolation rooms, (vi) quarantine of all remaining passengers and non-
essential crew, and (vii) other activities as may be listed in CDC technical instructions and orders.
Additionally, the cruise ship operator must (i) meet standards for hand hygiene, facemasks, and physical
distancing for passengers and crew, as well as ship sanitation, as may be required by CDC technical
instructions or orders, (ii) conduct laboratory testing of all passengers and crew on the day of
embarkation and the day of disembarkation as required by CDC technical instructions or orders, and (iii)
immediately conduct laboratory testing of any passengers and crew who report illness consistent with
COVID-19 during the simulated voyage with rapid point-of-care results as required by CDC technical
instructions or orders. Note, CDC may require the cruise ship operator to immediately end the simulated
voyage and take other action to protect the health and safety of volunteer passengers and crew if during
the simulation a threshold of COVID-19 cases, as determined by CDC in technical instructions, is met or
exceeded."

During simulated voyages, the cruise ships are subject to virtual and in-person inspections by CDC. The
cruise ship operator’s properties and records must be made available for inspection to allow CDC to
ascertain compliance with its requirements. Such properties and records include but are not limited to
vessels, facilities, vehicles, equipment, communications, manifests, list of passengers, laboratory test
results, and employee and passenger health records. CDC has issued additional technical guidance
outlining the specific areas that may be inspected and corresponding recommendations.

8 All persons younger than eighteen years old must be fully vaccinated against COVID-19 as a condition of participation on a
simulated voyage.

% If any minors are to participate in the simulation then the informed consent of a parent or guardian, and the written assent of
the minor must also be documented in writing.

19 During simulated passenger voyages, this threshold is currently met when 1.5% of COVID-19 cases is detected in
passengers or 1.0% of COVID-19 cases is detected in crew. This threshold may be modified based on lessons learned from
simulated voyages or restricted passenger voyages, the evolution of the pandemic, or other factors. If a simulated voyage is
ended early to protect health and safety, CDC will consult with the cruise ship operator regarding any deficiencies to be noted
in the operator’s action-action report and how such deficiencies are to be corrected prior to approving an application for a
COVID-19 Conditional Sailing Certificate.



Following each simulated voyage, the cruise ship operator must document any deficiencies in its health
and safety protocols through a Simulated Voyage After Action Report and address how the cruise ship
operator intends to address those deficiencies. This after-action report must also include COVID-19 test
results for any volunteer passengers or crew on the simulated voyage. The after-action report must be
submitted to the CDC as soon as practicable at the end of the simulation and as part of the cruise ship
operator’s application for a COVID-19 Conditional Sailing Certificate.

In lieu of conducting a simulated voyage, a cruise ship operator’s responsible officials, at their
discretion, may sign and submit to CDC an acknowledgement that 95 percent of crew (excluding any
newly embarking crew in quarantine) are fully vaccinated and submit to CDC a clear and specific
vaccination plan and timeline to limit cruise ship sailings to 95 percent of passengers who have been
verified by the cruise ship operator as fully vaccinated prior to sailing.

Furthermore, cruise ships that have been operating restricted passenger voyages under an
Acknowledgement by a Cruise Ship Operator In Lieu of a Simulated Voyage may, at their discretion,
transition to operating restricted passenger voyages with less than 95% of passengers fully vaccinated
without first conducting a simulated voyage if the following are met: (1) The ship must maintain a
percentage of fully vaccinated crew that is greater than or equal to 95%. 2) The ship must have operated
on restricted passenger voyages under an acknowledgement by the cruise ship operator’s responsible
officials that they will only operate with 95% of crew (excluding any newly embarking crew in
quarantine) and 95% of passengers who are fully vaccinated for at least 60 days. 3) At least 14 days
prior to the transition to voyages with less than 95% of passengers fully vaccinated, the cruise ship
operator must submit the following to CDC: (i) Protocols for how dining and entertainment venues, and
recreational activities including buffets, seated dining, bars (including between bartenders and patrons),
theaters, other performance venues, casinos, arcade room, spa services, fitness classes/gymnasiums,
muster drills, and other areas where passengers congregate will be modified to incorporate mask use,
physical distancing, and other public health measures as outlined in CDC technical instructions. (ii)
Plans for training crew on new procedures for mask use, physical distancing, and other public health
measures as outlined in CDC technical instructions. (iii) Protocols for increasing the number of isolation
and quarantine cabins and on-board support staff (e.g., administrative personnel, testing personnel,
contact tracers, medical personnel) as determined by the cruise ship operator and as needed in the event
of an outbreak. (iv) Procedures for how crew will identify and distinguish between passengers who are
fully vaccinated and passengers who are not fully vaccinated. (v) Procedures for notifying passengers
who booked a 95% passenger vaccinated cruise that their cruise will no longer operate as a 95%
passenger vaccinated cruise. (vi) The cruise ship operator must submit photographs or videos, no later
than 7 days after commencing the first voyage with less than 95% of passengers fully vaccinated,
showing compliance with indoor mask use and physical distancing, such as signage in elevators, dining
table arrangements, and blocking out seats/bar stools.

Similarly, cruise ship operators that have been conducting passenger operations outside of U.S. waters
and intend to operate cruise ships with less than 95% of passengers fully vaccinated after repositioning
to U.S. waters may, at their discretion, follow the procedures in this paragraph for conducting a modified
simulated voyage instead of conducting a full simulated voyage if the following are met: (1) The ship
must maintain a percentage of fully vaccinated crew that is greater than or equal to 95%. (2) The ship



must have operated with passengers outside of U.S. waters for at least 60 days before entering U.S.
waters. (3) The cruise ship operator must conduct at least one simulation of embarkation screening and
testing at the port terminal it intends to use in the U.S.—to include the number of passengers not fully
vaccinated expected on the first voyage—unless the ship will be operating at the terminal already in use
by the same cruise line/brand for passenger operations. (4) At least 14 days prior to entering U.S. waters,
the cruise ship operator must submit the following to CDC: (i) Protocols for how dining and
entertainment venues, and recreational activities, including buffets, seated dining, bars (including
between bartenders and patrons), theaters, other performance venues, casinos, arcade room, spa services,
fitness classes/gymnasiums, muster drills, and other areas where passengers congregate will incorporate
mask use, physical distancing, and other public health measures as outlined in technical instructions. (ii)
Plans for training crew on procedures for mask use, physical distancing, and other public health
measures as outlined in CDC technical instructions. (iii) Protocols for increasing the number of isolation
and quarantine cabins and on-board support staff (e.g., administrative personnel, testing personnel,
contact tracers, medical personnel) as determined by the cruise ship operator and as needed in the event
an outbreak. (iv) Procedures for how crew will identify and distinguish between passengers who are
fully vaccinated and passengers who are not fully vaccinated. (v) Procedures for notifying passengers
who booked a 95% vaccinated cruise that their cruise will no longer operate as a 95% vaccinated cruise,
if applicable. (vi) An after-action report explaining lessons learned from sailing outside of U.S. waters
and from the simulated embarkation screening and testing (if such a simulation was conducted). (vii)
The cruise ship operator must submit photographs or videos, no later than 7 days after commencing the
first voyage with less than 95% of passengers fully vaccinated, showing compliance with indoor mask
use and physical distancing, such as signage in elevators, dining table arrangements, and blocking out
seats/bar stools.

Phase 3:

As a condition of applying for a COVID-19 Conditional Sailing Certificate (Phase 3), a cruise ship
operator must have successfully conducted a simulated voyage, submitted an Acknowledgement by a
Cruise Ship Operator In Lieu of a Simulated Voyage, or—if applicable— completed the specific
modified simulated voyage procedures described above.'"'? The CDC COVID-19 Conditional Sailing
Certificate Application must include: (1) A completed CDC registration/application form that includes
the signatures of the cruise ship operator’s responsible officials; (2) the name, titles, and contact
information for the cruise ship operator’s responsible officials; (3) a completed statement of intent
stating the name, carrying capacity for passengers and crew, itinerary, ports of call, length of voyage,
and expected onboard or shoreside activities, for the cruise ship that the cruise ship operator intends to
have certified for restricted passenger operations; (4) a certification statement signed by the responsible

1 Cruise ship operators that choose to sail with 95% vaccinated crew and 95% vaccinated passengers do not have to conduct
a simulated voyage prior to applying for a COVID-19 Conditional Sailing Certificate, provided they have submitted an
Acknowledgement by a Cruise Ship Operator In Lieu of a Simulated Voyage.

12 Cruise ships that have been operating restricted passenger voyages with 95% vaccinated crew and 95% vaccinated
passengers may transition to voyages with less than 95% vaccinated passengers by conducting modified simulated voyage
procedures in lieu of a full simulated voyage. Similarly, cruise ships that have been conducting passenger operations in non-
U.S. jurisdictions and intend to operate in U.S. waters with less than 95% vaccinated passengers after repositioning to the
U.S. may apply for a COVID-19 Conditional Sailing Certificate after conducting modified simulated voyage procedures
instead of a full simulated voyage.



officials attesting that the cruise ship operator has complied and remains in compliance with CDC’s
requirements for a COVID-19 Response Plan and EDC reporting prior to applying for a COVID-19
Conditional Sailing Certificate; (5) a certification statement signed by the responsible officials attesting
that the cruise ship operator has adopted health and safety protocols that meet CDC’s standards for
mitigating the risk of COVID-19 among passengers and crew onboard the cruise ship that will be
commencing restricted passenger operations and will modify these protocols as needed to protect the
public’s health as required by CDC technical instructions or orders; (6) a certification statement signed
by the responsible officials attesting that the cruise ship operator has sufficient medical and point of care
laboratory capabilities and staff on board the cruise ship that will be commencing restricted passenger
operations to manage severe COVID-19 cases and outbreaks in exigent circumstances as required by
CDC technical instructions or orders; and (7) a certification statement signed by the responsible officials
attesting that the cruise ship operator is in compliance with the other requirements contained in this
framework for mitigating the risk of COVID-19 on board cruise ships and agrees to continue to comply
with these requirements.

These documents must be submitted at least 5 business days prior to any proposed restricted voyage. If
the Certificate is denied, revoked or suspended, a cruise ship operator may submit a written appeal of a
denial of its application for a COVID-19 Conditional Sailing Certificate or a revocation or suspension of
its COVID-19 Conditional Sailing Certificate.

During restricted voyages, the cruise ships are subject to virtual and in-person inspections by CDC. The
cruise ship operator’s properties and records must be made available for inspection to allow CDC to
ascertain compliance with its requirements. Such properties and records include but are not limited to
vessels, facilities, vehicles, equipment, communications, manifests, list of passengers, laboratory test
results, and employee and passenger health records. CDC has issued additional technical guidance
outlining the specific areas that may be inspected and corresponding recommendations.

CDC has provided, and will continue to provide, the technical instructions for each phase as they are
released through a non-substantive change request.

3. Methods to maximize Response Rates and Deal with No Response

This information is required if an individual seeks to operate commercial, non-cargo, foreign-flagged,
passenger-carrying vessels in international, interstate, or intrastate waterways subject to the jurisdiction
of the United States with the capacity to carry 250 or more individuals (passengers and crew) and with
an itinerary anticipating an overnight stay onboard or a twenty-four hour stay onboard for either
passengers or crew during the period of the Temporary Extension and Modification of Conditional
Sailing Order.

4. Tests of Procedures or Methods to be undertaken

During simulated and restricted voyages, the cruise ships are subject to virtual and in-person inspections
by CDC. The cruise ship operator’s properties and records must be made available for inspection to



allow CDC to ascertain compliance with its requirements. Such properties and records include but are
not limited to vessels, facilities, vehicles, equipment, communications, manifests, list of passengers,
laboratory test results, and employee and passenger health records. CDC has issued additional technical
guidance outlining the specific areas that may be inspected and corresponding recommendations.

Additionally, to evaluate overall program effectiveness, CDC requires daily submission of the Enhanced
Data Collection during COVID-19 Pandemic (EDC) form. Data points for this form include number of
travelers (crew and passengers) currently onboard; case counts and diagnostic testing data for COVID-
19 and COVID-19-like Illness (CLI) among travelers (passengers and crew); screening testing of
asymptomatic travelers, isolation practices, and the percentage of travelers who are fully vaccinated.
This data will greatly increase the transparency of the overall health of the crew members and
passengers, and better allow the CDC to manage potential outbreaks and offer recommendations to the
ship and port partners.

5. Individuals Consulted on Statistical Aspects and Individuals Collecting and/or Analyzing
Data

No statistical methods are used in this data collection. Therefore, no individuals were consulted.
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