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A Walkthrough of the FDA Website |[is
* The National Drug Code (NDC)Directory

— Inclusion in the NDC Directory does not indicate that FDA has verified the information
provided. The content of each NDC Directory entry is the responsibility of the labeler
submitting the SPL file.

— The NDC Directory does not contain all listed drugs. It does not include animal
drugs, blood products, drugs manufactured under contract or drugs that are
marketed solely as part of a kit or combination product or inner layer of a multi-
level packaged product not marketed individually.

— Assignment of an NDC number does not in any way denote FDA approval of the
product.

www.fda.gov


https://www.accessdata.fda.gov/scripts/cder/ndc/index.cfm
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https://www.accessdata.fda.gov/scripts/cder/drls/default.cfm
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Registered Outsourcing Facilities

e 503B Facilities

www.fda.gov

Human Drug Compounding

Compounding Quality Conter

of Excollonce

Compounding Laws and
Policies

Regulatoey Policy information

Compounding Riek Alety

Compounding Oversight and

Compliance Acllons

Gompounding. Inspections,

Recalls, and other Actions

Information for Dutsourcing

Registered Outsourcing Facilities

Subseiive 10 Ll Updstes f o W Iy Lkoctln 0 L & Myl

Facilities Registered As Human Drug Compounding Outsourcing Facilities
Under Section 503B of the Federal Food, Drug, and Cosmetic Act (FD&C
Act)

Updated as of 9/24/2021

« Information Concerning Outsourcing Facility Registration
« Outsonrcing Facility Product Reporting Information
This table lists the outsourcing facilities that have submitted registration information that

has been determined to be complete by the data lock date for the latest weekly update of
the table.

Facility Name Contact Name und Initial Date of ~ Dato of Moxt  End Date of Last ~ Wan s Other Action, If
Phone Number Registration  Recent FDA Inspection  Form Any, Based on
a8 an Reglstration Related to FOA Last Inapection’)
Outsourcing  as an Compounding’ 03
Facility' Outsourcing Issued?
Facility!

Content current as of;
09/29/2021

Intonds to
Compounds
Sterlle Druga
From Bulk
Drug
Substances’

FOA
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https://www.fda.gov/drugs/human-drug-compounding/registered-outsourcing-facilities

Information for Outsourcing Facilities

 Information for Outsourcing Facilities — link to
reporting

Outsourcing Facility Product Report

www.fda.gov 9


https://www.fda.gov/drugs/human-drug-compounding/information-outsourcing-facilities#reporting

Outsourcing Facility Product Report
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Points of Contact

 Points of Contact for Drug Registration an
Listing

+—Home / Drugs / Guidance, CX & Regulatory information / Elcctronic

and Listing ~

Drug

Points of Contact for Drug Registration and
Listing

W e Unkedn | @G Emall &% Pt

Tollowing are points of contact for specific questions aboul registration and listing for

Electronic Dy tration
asie DI fleg ¥ human drugs. animal drugs and biologics.

and Listing System (eDRLS)

Contenl current as of:

Electronic Submission Gateway (ESG) account

Electronic Drug Registration
and Listing instructions

Contact ESGHelpDesk
galeway account.

fda.hhs.gov for ESG technical inquiries regarding opening a new
Clectronic Registration and
g e aon PR Examples of questions for this poiut of contact:

Dun and Bradstreet « How long does it take to open a new gateway account?
Yeree « What should I submit in my letter of non-repudiation?

Pointa of Contact for Drug » How do I obtain an x.509 digital certificate?

Registration and | isting

Structured Product Labeling (SPL)
Contact spl@ fda hhs gov for technical help and inquiries regarding XForms.
Examples of questions for this point of contact:
+ Why did I get an error message with my XForms submission? What does it mean? v

R0k -
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https://www.fda.gov/drugs/electronic-drug-registration-and-listing-system-edrls/points-contact-drug-registration-and-listing

Points of Contact contd.

* Electronic Submission Gateway (ESG) account

— Contact ESGHelpDesk@fda.hhs.gov for ESG technical inquiries regarding opening
a new gateway account.

e Structured Product Labeling (SPL)

— Contact spl@fda.hhs.gov for technical help and inquiries regarding XForms.

* Establishment registration status

— Contact edrls@fda.hhs.gov for questions and assistance with registration. See the drug
establishment current registration site to check a facility’s current registration.

www.fda.gov 13


mailto:esgreg@gnsi.com
mailto:spl@fda.hhs.gov
mailto:edrls@fda.hhs.gov
http://www.accessdata.fda.gov/scripts/cder/drls/default.cfm

Points of Contact contd.

* Drug listing status

See NDC Directory for human drugs and biologics listing status

Contact edrls@fda.hhs.gov with questions about human drug listings

Contact CBERSPL@fda.hhs.gov with questions about biologic listings

See the electronic animal drug product listing directory for animal drug
listing status. Contact AskCVM@fda.hhs.gov or call 240-276-9300 with
guestions

Contact reglist@cdrh.fda.gov with questions about device registration or
listing

www.fda.gov 14


https://www.accessdata.fda.gov/scripts/cder/ndc/index.cfm
mailto:edrls@fda.hhs.gov
mailto:CBERSPL@fda.hhs.gov
mailto:the%20electronic%20animal%20drug%20product%20listing%20directory
mailto:AskCVM@fda.hhs.gov
mailto:reglist@cdrh.fda.gov

Points of Contact contd.

* Regulatory questions or request for general
information

 For human drugs, contact edrls@fda.hhs.gov

* For animal drugs, contact AskCVM@fda.hhs.gov or
call 240-276-9300

* For biologics, contact CBERSPL@fda.hhs.goV or cai 301-

827-0373

www.fda.gov 15


mailto:edrls@fda.hhs.gov
mailto:AskCVM@fda.hhs.gov
mailto:SPL@fda.hhs.gov

SPL Resources

e Structured Product Labeling Resources

SPL Guidance Documents

SPL Terminology

SPL Implementation Guide and Validation Procedures
SPL Schema and Stylesheet information

GDUFA SPL Step-by-Step Instructions & Technical Specifications

Questions regarding SPL submissions should be directed to: spl@fda.hhs.gov.

www.fda.gov
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https://www.fda.gov/industry/fda-resources-data-standards/structured-product-labeling-resources
mailto:spl@fda.hhs.gov

DRLS Instructions Page

e DRLS Instructions Page

* SPL Process

* SPL Authoring Tools

e Registration, Labeler Codes, Listing
 Updating SPL submissions

* Blanket No Change Certification for product listing
data

www.fda.gov 17


https://www.fda.gov/drugs/electronic-drug-registration-and-listing-system-edrls/electronic-drug-registration-and-listing-instructions

FEI Search Portal

e FEI Search Portal
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https://www.accessdata.fda.gov/scripts/feiportal/index.cfm?action=portal.login

Strength Conversion

e Strength Conversion in Drug Listing

Q yearon

= Home Brugy Gutdance, Comphiance, & Reaulatory information Elecitonie Dg Regidtahion and Listing System (eORLS) /£ Steengih Cenversion i Doag Listing

Strength Conversion in Drug Listing

f ane I Usoain | B Cman & P

sed in many

A drug strength or concentration of its active ingredionts can be expre
Eleotronic Drug Registration 3] g
and Listing Sv?lmounalm different ways. In order to standardize the expression of netive ingredients in drug listing f.':":l"'_":'ntl"/"'"' ikl
Structured Product Labeling (SPL) submitted to FDA, the agency has adopted o series of

nutomated validation rules to sllow for certain expr

Flectronic Drug Registration slons.

and Listing Instructions N
For example, the strongth of active ingredient is not allowed to be included as a percentago
Llectronic Registravon and value but can be a concontration of an amount of solute in an amount of solution:
petrontc Registiation ng

LIgting Compliance Progiam A
ki dtl o As w/w - mnss (grams) of solute in mass (100 gm) of solution, like topleal crenms and

ointments
Dun and Bradstreet

Verification « As w/v - mass (grams) of soluta in a volume (10oml) of solution, like oral liquids

¢ Asv/v - volume (milliliters) of solute in n volume (10oml) of solution, like nlcohol
Points of Contact for Diug

Registration and Listing The strength data element in a listing SPL is designed to accept submissions mostly in
concentrations of w/w or w/v format, when the strength of an active ingredient is
expressed o8 n percentage. Percentages must be converted into ratios of w/w or w/v with a
vitlue In the numerator and in the denominator including the corract units of measure in

order to pass the SP1L validation rales "

W00% -
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https://www.fda.gov/drugs/electronic-drug-registration-and-listing-system-edrls/strength-conversion-drug-listing

Resources

e The National Drug Code (NDC)Directory

— https://www.accessdata.fda.gov/scripts/cder/ndc/index.cfm

e Drug Establishments Current Registration Site (DECRS)

— https://www.accessdata.fda.gov/scripts/cder/drls/default.cfm

e 503B Facilities

— https://www.fda.gov/drugs/human-drug-compounding/registered-outsourcing-facilities

* Information for Outsourcing Facilities — link to reporting

— https://www.fda.gov/drugs/human-drug-compounding/information-outsourcing-
facilities#reporting

www.fda.gov 20


https://www.accessdata.fda.gov/scripts/cder/ndc/index.cfm
https://www.accessdata.fda.gov/scripts/cder/drls/default.cfm
https://www.fda.gov/drugs/human-drug-compounding/registered-outsourcing-facilities
https://www.fda.gov/drugs/human-drug-compounding/information-outsourcing-facilities#reporting

Resources

e Structured Product Labeling Resources

* https://www.fda.gov/industry/fda-resources-data-standards/structured-
product-labeling-resources

* DRLS Instructions Page

* https://www.fda.gov/drugs/electronic-drug-registration-and-listing-
system-edrls/electronic-drug-registration-and-listing-instructions

www.fda.gov 21


https://www.fda.gov/industry/fda-resources-data-standards/structured-product-labeling-resources
https://www.fda.gov/drugs/electronic-drug-registration-and-listing-system-edrls/electronic-drug-registration-and-listing-instructions

Resources

 Points of Contact for Drug Registration and Listing

— https://www.fda.gov/drugs/electronic-drug-registration-and-
listing-system-edrls/points-contact-drug-registration-and-listing

e FEI Search Portal

* https://www.accessdata.fda.gov/scripts/feiportal/index.cfm?a
ction=portal.login

e Strength Conversion in Drug Listing

— https://www.fda.gov/drugs/electronic-drug-registration-and-
listing-system-edrls/strength-conversion-drug-listing

www.fda.gov 22


https://www.fda.gov/drugs/electronic-drug-registration-and-listing-system-edrls/points-contact-drug-registration-and-listing
https://www.accessdata.fda.gov/scripts/feiportal/index.cfm?action=portal.login
https://www.fda.gov/drugs/electronic-drug-registration-and-listing-system-edrls/strength-conversion-drug-listing
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