OMB Control No. 0910-0500
Expiration Date: 9/30/2023

Paperwork Reduction Act Statement: According to the Paperwork Reduction Act of 1995, an agency may not conduct or sponsor, anda personis not
required to respond to, a collection of information unless it displays a valid OMB control number. The valid OMB control number for this information
collectionis 0910-0500 and the expiration date is 09/30/2023. The time required to complete this information collectioniis estimated to average 15
minutes, including the time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and
reviewing the collection of information.

Send comments regarding this burden estimate or any other aspects of this collection of information, including suggestions for reducing burden, to
PRAStaff@fda.hhs.gov. The survey we are conducting is on behalf of the U.S. Food and Drug Administration (FDA).

Welcome to

FDA-CDER COVID-19 Critical Care Drug
itoring Survey Portal - Pilot

User Terms and Conditions
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Click here to access the portal.

Supported Browsers: Google Chrome*, Mozilla Firefox, Microsoft Edge, and Apple Safari
*Preferred for optimal functionality.


https://informaticsconnect.fda.gov/

COVID-19 Critical Care Drug Monitoring Survey

Introduction

The Food and Drug Administration (FDA) plays a vital role in helping to address the Coronavirus Disease (COVID-19)
pandemic and recognizes the critical role of your organization. Currently, FDA is working to identify critical care
drugs essential for the care and management of hospitalized patients with COVID-19, particularly for those
managed in the intensive care units.

Input from you and organizations like yours help to identify drugs that may be at risk of a regional or national
shortage. We are requesting for you or another member of your organization to complete a brief survey on a
weekly basis. The initial survey will require that you register in FDA’s secure portal and complete a quick survey as
soon as possible. The information you provide to us should be to the best of your knowledge at the time you
complete the survey for the week that the survey is sent, and will be used to help ensure these drugs remain
available to meet the needs of your state and our nation.

For any questions or if you would like to speak to someone at the FDA to assist in providing the information in the
survey, please reach out to Stephanie Omokaro at the following email: DMPD-COVID-19@fda.hhs.gov.
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COVID-19 Critical Care Drug Monitoring Survey

Portal Homepage

Step 1. Once you land on the Portal homepage,
Click New to begin the COVID-19 Critical Care Drug
Monitoring Survey.
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FDA-CDER COVID-19 Critical Care Drug
Monitoring Survey Portal - Pilot

come to

User Terms and Conditions

Create New Survey Entry
A fields with * are required

E FDA Surveys
Submitted Survey w

(1 riems + Sorted by Date of Submission + Filtered by my fda surveys - Racord Type

Date of Submission T v FDA Survey Number v Hospital'Organization ~  Approx. # of COVID-19 Patients ~




COVID-19 Critical Care Drug Monitoring Survey

Hospital/Organization Information

New FDA Survey: Critical Care Drug Monitoring Survey
For New Users:

Step 1. Select + New Hospital Organization. ! Hospital Organizticn *Rels

None -

Step 2. From the pop-up window complete 4 N Hossital Cipediation Sumber of Hospiral Bed
the information requested:
e Enter the Hospital Organization name.

N Enter the Address. New FDA Survey: Critical Care Drug Monitoring Survey
e Enter the City.
e Select the State from the dropdown box. New Hospital/Organization

e Enter the Zip or Postal Code.

Information

A Mandatory fields (*) are required to
proceed.

= Hozpital "Organi=ation

Address Line 1 Address Line 2
Step 3. Click Save. =
® State * Zip or Postal Code
--None—- w

; . (1 | _ _
. Hospital Organlzathn from. the | Cancel CER T E
| search bar and continue with |
| thesurvey. |



COVID-19 Critical Care Drug Monitoring Survey

Hospital/Organization Information

Step 4. Verlfy your HospltaI/O rganization was _ I New FDA Survey: Critical Care Drug Monitoring Survey I —

entered successfully. - Refurence Guide
Step 5. Complete the information requested: —_ L &q 3 . S
* Select your Role from the dropdown FDA Surveys S - .
s  Enter the Number of Hospitals/Organization SUTHEREITT 2Tt et i ey [ .
represented in the survey. il o =2
e Enter the Number of Hospital Beds. St duphg . S ) el -
* Select Yes or No from the dropdown if there is < Stntt repreented fn (i v
an Intensive Care Unit (ICU). Availbie Chosen

e Enter the Number of ICU Beds. Alaska ~ P

e Select the State(s) represented in the survey

Arizonz
*  From the Available column, highlight o v| *
the State(s). Click forward ( P> ) arrow _ _
to move the selections to the Choose * Appro. # of COVID-19 Patients #of 1) COVIDIO Patients non-ventisted
column. S
e To deselect State(s), highlight State(s) [
from the Choose column, hit the reverse
(< ) arrow to move the selections to
the Available column. | -
e Enter the Number of ICU COVID-19 Patients
non-ventilated
e Enter the Number of ICU COVID-19 Patients
ventilated

Step 6. Click Save.



COVID-19 Critical Care Drug Monitoring Survey

FDA Critical Care Drug List

Step 7. From the dropdown menu,

“ FDA Critical Care Drug List
g a P d
|-

select the Number of Days that ha s i e - =
correspond to your On-Hand Day o3 o Sruge o e o ston sratagles o ertaryof these drisgs plasss check the “Yer"
Supply for the current week for each AEE R '
drug |iStEd' Cirugp Hames =t i awr Or-Hand Day 5 Arw s ging Medical Practize t= Mznage Sappy?  Aew you Bape gD ke Dmg
Add|t|0na”y' Ficoratiue, bjaction i . # a5 N # s T s
* Select the Yes or No checkbox to N
indicate if your organization has SATOSU s = =
changed its medical practice to
Vecursnium, Injectan P %
manage the inventory for each
drug listed. i e - = W e
e Select the Yes or No checkbox to
indicate if your organization is Phanyechring, iecton | EveEN Vea %
experiencing delays in receiving
each drug listed. Vasagressin Injactien et O R Yes Mo
= rycin, Inject "
Catrignone, Injeion rs N . Yot Mo Yeu Mo
i peracillin/Tazobactsm, fjection & Vg [ Mo Yasi | o
Vancomyein, Injection . Yeul  Na Yex _Ma



COVID-19 Critical Care Drug Monitoring Survey

Optional Survey

Step 8. Provide information on drugs
that are currently on FDA’s Drug
Shortages List. From the dropdown
menu, select the Number of Days
that correspond to the drug(s) listed
with your On-Hand Day Supply for the
current week.

Additionally,

e Select the Yes or No checkbox to
indicate if your organization has
changed its medical practice to
manage the inventory for each
drug listed.

* Select the Yes or No checkbox to
indicate if your organization is
experiencing delays in receiving
each drug listed.

. FDA COVID-19 Critical Care Drug on FDA Shortage List (Optional Survey) I Assist FDA with Monitoring Drugs on the FDA Shortage List |I

Instructions for Completing Survey:
The following drugs are some of the drugs present on the FOu4 Drug Shortagss fist. If you are able, pleass provide any information on thess drugs.
P = Cizatraourium, Mifazolzm, Progafol, Ketaming, Dexmetzdomidine, Fentamyl, Hydromorphone, Morphine, Epinepiring, Azithrenmycin, Cefepime, Cefotaame, Mormal Saline, Dizhysis Fluid

T orage # ane able, plesse de 3 ] on these d
= dazciam, @ al, Hatamina, Desriate dine. Fents T % L Epinaphring. b wfapine Caf W, MG & Dia F
Dires Marses WWhas @ Your OerHand Doy Sueapey? Are yeo Crangag Medcal Pracice to Manape Supery? Ere you Enperaencirg Dedays m Recenvng the Drag®
LISSTranur BT I = Ve S N = e
Miderolam. Injecticn Yea. Mo ez Na
Cwvs -
¥etamine, Injection i o a5 Mo fe= Mo
Duncmetedomiding, Injectio TR e L e : ]
Szlecr Tre -
Fermanmy, Injectian - Yes . Mo Yoz Mo
Morphine, irjection o ez Mo ez Na
Select One v
Spinsptrine |mection = o = N
=
Aritnroerryoin, Oral PR Wes! Mo ¥es. Mo




COVID-19 Critical Care Drug Monitoring Survey

Additional Drugs Not Listed

Step 9. Click New to report
information on Additional Drug(s) not
listed.

Step 10. From the pop-up window
complete the information requested:
*  Enter the Drug Name.

* Select your On-Hand Day Supply
from the dropdown.

*  Click the checkbox to indicate if
your organization is changing its
medical practice to manage the
supply for the drug.

*  Click the checkbox to indicate if
your organization is experiencing
delays in receiving the drug.

Step 11. Click Save.

EE additional Drugs Not Listed

Plez=e add any additionzl drugs that your haspital ‘organization is concerned about.

Drugs Mame

New Additional Drug Names

*Drug Name

Are you Changing Medical Practice to
Manage Supply?

What is Your On-Hand Day Supply?

Select One

Are you Experiencing Delays in
Receiving the Drug?

Cancel

Save




COVID-19 Critical Care Drug Monitoring Survey

Additional Comments

Step 12. Add Additional Comments.

Submit the Survey

Step 13. Click the checkbox to verify
the information submitted is for the
current week.

Step 14. Click Submit Notification of
Drug Demand.

Step 15. Click OK to confirm
submission.

Receiving Notification(s) from FDA

You will receive an email confirming
your submission of the COVID-19
Critical Care Drug Monitoring Survey.

E Additional Comments

o

o 2 weekly reporting period from Sunday through Saturday (2. submizssion made on April 30, 20200 is 2 submission made for the week of April 25th o May 2nd). If multiple
submissions are mede within the wesk, the most recent submissionwill be used for reparting purposgeielelimskausies sasaEnaaheas iRt b 0-COND- 19 fda hhs gov

Submit Notification of Drug Demand

Confirm Submission

Press OK button below to confirm your subnnission

Thank you for submitting your Cntical Care Drug Survey. Your FDA Survey Number is 00000145. Please use this FDA Survey Number fo uniquely identify this submission to the FDA.
Please log in to the FDA-CDER CQOVID-19 Critical Care Drug Monitoring Survey Portal-Pilot to review your submission: https://InformaticsConnect.fda.gov

Please note that no further action is needed at this time on your end. If you identify changes or corrections are needed, please contact OMP Drugs Team at DMPD-COVID-

19@fda.hhs gov.

For technical support, contact the Informatics Connect Portal Support Team here.

** Please do not reply directly to this message. This is an automatically generated email and replies will not be monitored. **
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