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Executive Summary

Drug shortages and medication errors continue to challenge healthcare delivery. 503B outsourcing
facilities are increasingly pivotal in supplying critical medications during shortages, particularly
when they already compound the product or can adapt an existing capability. However, a lack of
harmonization in how 503Bs present product information and label products is impeding their
optimal use. Many 503Bs do not publicly share up-to-date product catalogs, and naming/labeling
conventions differ widely. These inconsistencies force pharmacy staff to spend valuable time
searching for information and create potential for dangerous medication errors due to unclear or
non-standard labels.

An EDSA analysis of 67 registered 503B outsourcing companies found that only 39 (58%) had a
publicly accessible product catalog. Among those that did, content gaps were common, including
23% of catalogs omitted the drug concentration per mL, more than half lacked diluent or storage
details, and 72% failed to indicate if a vial was single- or multi-dose. Unlike FDA-approved drug
manufacturers, 503B outsourcing facilities do not undergo FDA preapproval of each product label,
leading to look-alike packaging and confusing strength expressions. The Institute for Safe
Medication Practices (ISMP) has reported errors (such as a five-fold overdose from a
misinterpreted syringe label) attributable to these labeling issues. ISMP even designated unsafe
labeling as a “top ten” medication hazard, underscoring the patient safety risk.

We recommend a two-pronged harmonization strategy: (1) Standardize 503B Product Catalogs:
every outsourcing facility should publish a comprehensive, up-to-date catalog with standardized
information; (2) Standardize 503B Nomenclature and Labeling: adopt uniform naming conventions
and labeling practices aligned with the FDA, USP <7>, and ISMP recommendations. Implementing
these standards will significantly improve transparency and consistency, enabling health systems to
more efficiently identify alternative suppliers during shortages and reducing the likelihood of errors
from misreading labels. However, these benefits will only be realized if all stakeholders actively
participate: 503B facilities must implement the standards, health systems must preferentially utilize
and demand standardized products, and regulators and safety organizations should support and
monitor compliance. In short, harmonization requires a shared commitment across the industry.
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Introduction

Section 503B outsourcing facilities were created in the aftermath of a 2012 compounding crisis to provide a safer,
regulated source of compounded medicines. They are registered with the FDA and follow current Good
Manufacturing Practices (cGMP) to produce sterile preparations at scale. In recent years, 503Bs have played an
increasingly important role in mitigating drug shortages. Over 90% of health systems report being affected by
supply interruptions and routinely rely on 503Bs to help bridge supply gaps when traditional manufacturers falter.
Ability for 503B’s to respond to national drug shortages varies depending on if they already compound the product
or can adapt an existing capability; however, launch timing for new shortage products varies based on formulation,
testing, stability, sourcing, and commercial copy considerations. During the COVID-19 pandemic, the FDA
temporarily relaxed certain compounding restrictions to allow 503Bs to address acute shortages. Thus, 503Bs are
now firmly part of the essential medication supply chain, enhancing resilience by providing alternate sources.

Despite this growing importance, current practices for sharing product information and labeling in the 503B sector
are not standardized, creating two major problems: (1) inconsistent catalog accessibility, and (2) variability in
nomenclature and labeling.

Inconsistent Catalog Accessibility

Not all 503B facilities make their product catalogs readily available online. Some post PDFs or web pages listing
products, while others have no publicly accessible list at all or require contacting a representative. During a drug
shortage crisis, this lack of a readily accessible, up-to-date catalog can significantly delay a hospital’s ability to find
an alternative supplier. A federal HHS report in 2024 noted that a “broad lack of transparency” in the
pharmaceutical supply chain (such as limited sharing of product availability) contributes to fragile and slow
shortage recovery. In the 503B context, transparency means a hospital in need can quickly see which outsourcing
facilities stock a given preparation (e.g., a ready-to-use EPINEPHrine syringe). Currently, that often requires
reaching out to dozens of facilities one by one. There’s no central or uniform way to know who has what. In fast-
moving shortage situations, this information gap is critical.

Variability in Nomenclature and Labeling

Unlike FDA-approved manufacturers, 503Bs do not go through a formal label approval for each product. Aside
from basic requirements (drug name, strength, lot number, expiration date, and a statement identifying it as a
“Compounded Drug”), 503B labels can differ significantly from one facility to another. The EDSA nomenclature
subgroup found examples of the same medication labeled in different ways by different 503Bs. For instance, one
facility catalog listed “Phenylephrine 40 mg/250 mL (160 mcg/mL)” while another listed “Phenylephrine

160 mcg/mL in 250 mL bag” — conveying the same information with different formatting. Some labels use
abbreviations or omit clarifying details like the total volume, leading to ambiguity. Furthermore, Tall Man lettering
(the practice of using mixed-case letters to highlight look-alike drug name differences, e.g., EPINEPHrine vs
ePHEDrine) is not used uniformly. In some cases, certain 503Bs were found to incorporate their own Tall Man
lettering schema for all drugs, which do not align with ISMP Tall Man lettering recommendations (e.g., EPInephrine
vs. EPINEPHrine). The catalog analysis noted that most 503Bs did not use Tall Man lettering for drug names, and
the same likely holds for their container labels. This is a missed opportunity to prevent look-alike errors — ISMP
and FDA have long recommended Tall Man lettering as a simple, effective safety strategy.
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Another common labeling inconsistency is how strength is expressed. ISMP and USP
recommendations specify that for single-use injectables, the total amount per container
should be the primary expression of strength, with the concentration per mL secondary.
Many 503B labels do the opposite — emphasizing “X mg/mL” in large text and only subtly
indicating the total volume. This can cause dangerous confusion. For example, a 503B
prefilled syringe labeled “10 mg/mL” without clearly that the syringe contained a total of
50 mg/5 mL, led a clinician to assume it contained 10 mg total, when it actually contained
50 mg. Similarly, look-alike packaging has been reported (e.g., two different
concentrations of a drug with very similar label designs), contributing to medication
errors. In short, without industry-wide labeling standards, each company’s products have
idiosyncrasies that healthcare staff must navigate, increasing cognitive load and the
chance of error.

Impact on Patient Safety and Operations

The inconsistencies found in the 503B catalogs and labels directly impact both patient safety and
operational efficiency in responding to drug shortages.

Patient Safety Risks

Non-standard labeling and naming can introduce multiple error pathways. ISMP’s error reporting programs have
logged numerous errors attributed to confusing 503B labels. For high-alert medications like opioids, any dosing
mix-up can be catastrophic. If one supplier’s label reads “Morphine Sulfate 50 mg/50 mL (1 mg/mL)” but
another’s reads “Morphine 1 mg/mL, 50 mL syringe,” a busy clinician might not realize these are the same
strength, potentially causing dosing errors. Consistent label formats and the use of Tall Man lettering are proven
ways to reduce such errors. Moreover, some 503B labels lack critical information such as whether a product
contains a preservative or whether it was compounded from a bulk powder (e.g., Active Pharmaceutical
Ingredient) vs. a sterile vial (e.g., finished drug product). This can lead to inappropriate use (e.g., a preservative-
containing product given to a neonate, or a bulk-compounded product used when a sterile-to-sterile option was
preferred). Inconsistently labeled products also undermine typical safety double-checks like barcode scanning
and standardized concentration protocols, since the identifiers and units may not match hospital defaults. In
contrast, the industry of FDA-approved drugs is highly standardized, enabling robust safety systems; 503B
products need to reach a similar level of consistency.

Operational Challenges and Shortage Response

From an operations perspective, the lack of standardized, easily accessible information from 503Bs adds
significant labor and delay. Pharmacy buyers and drug shortage task forces must often scramble to identify
which 503Bs can supply a needed medication. If every outsourcing facility had a public, standardized online
catalog of its products, a pharmacy buyer could quickly scan for available sources and forms.
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Currently, pharmacists may have to log into multiple vendor portals or individually contact sales representatives for
this information. Even when a needed product is identified, providers may still not know whether the outsourcing
facility is authorized to ship into their state. Because state licensure, permit, and controlled substance
requirements vary, a product’s presence in a catalog does not necessarily mean it is available to every hospital or
health system. This lack of visibility creates additional delay during shortage response and can limit patient access
to critical medications. Our analysis found that only 39 of 67 facilities (58%) had any publicly available catalog — for
the rest, hospitals must rely on one-off outreach to learn what those 503Bs offer. This inefficient process is
especially problematic in a nationwide shortage when many hospitals are simultaneously contacting the same few
suppliers. Time wasted in finding basic information can translate to delayed or suboptimal patient care (e.g.,
surgery postponements, rationing of remaining stock). Furthermore, even when catalogs are available, their
inconsistent content requires extra clarification. One facility might list a product as “Midazolam 5 mg/mL, 10 mL
vial” while another lists “Midazolam 50 mg (10 mL).” A pharmacist will likely need to confirm these are equivalent —
another step that a standard format would eliminate.

In one anecdote shared within EDSA, during a 2021 EPINEPHrine syringe shortage, some hospitals did not
realize a certain 503B had a compounded alternative available because that facility’s product list wasn’t public; by
the time they discovered it through informal networks, critical time had passed. Uniform catalog availability could
prevent such situations. Lack of information also complicates inventory management — hospitals might overstock
or understock if they’re unsure about product shelf life or interchangeability. For example, if Supplier A's
compounded norepinephrine has a 30-day beyond-use date (BUD) and Supplier B’s has 90 days, that difference is
important for planning, but some catalogs omit BUD information. Uniform inclusion of details like BUD and storage
requirements would let hospitals make more informed decisions and avoid waste. Overall, the current variability is
a hindrance to agile, safe operations, whereas standardization would streamline the use of 503Bs as an extension
of the health-system pharmacy.

Current State Analysis

The EDSA Harmonization Project undertook a detailed analysis of 503B catalogs and labels, which confirmed
these inconsistencies and guided our recommendations (see Appendix A1 and A2). Of the 67 FDA-registered
503B facilities examined, only 39 (58%) had a publicly accessible catalog. Among those catalogs, many lacked
key fields: less than half listed an NDC for products, about a quarter did not include concentration per mL for
injectables, nearly half omitted diluent or storage information, and 72% did not specify if a vial was single- or multi-
dose. On the labeling side, our review of sample 503B labels found widely varying formats and omissions. Critical
safety practices like Tall Man lettering were often absent, expressions of strength were inconsistent (some labels
showed percent concentration only, others mg/mL, etc.), and important auxiliary warnings (e.g., “Must Dilute” for
concentrated electrolytes) were not uniformly used. Appendix B1 exemplifies how a standardized label format
would differ from a current label, highlighting these issues. In summary, the audit underscored that no two catalogs
or labels looked alike across the industry; reinforcing the need to define a minimum standard dataset and format
for 503B product information.

Patient Safety and Operational Impact

In practice, these findings translate to real safety events and inefficiencies, as discussed above. ISMP has
documented multiple medication errors directly linked to 503B labeling confusion, and health-system pharmacists
report spending many hours per week managing shortages with incomplete information. By clearly understanding
these pain points, the need for the best practice recommendations becomes evident and crucial to reducing
medication errors and improving patient care.
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Recommended Standards

503B Product Catalogs

To close the information gap, we propose adopting a standardized 503B product catalog format across all
outsourcing facilities. Each 503B should maintain a public, up-to-date catalog of available products with a
consistent set of data fields. This recommendation has two parts: catalog accessibility and catalog content.

Public Access

Every 503B outsourcing facility should publish its product catalog on a public website, without requiring log-ins or
special requests. This simple step ensures hospitals and health systems can quickly see what products are
currently available. The catalog should be easy to find (e.g., a clearly labeled link on the company homepage) and
updated whenever offerings change. We suggest including a “last updated” date on the catalog for transparency.
In practice, a downloadable PDF or an online searchable list is acceptable as long as the information is current
and accessible to all. Although the FDA collects semiannual product reports from 503B outsourcing facilities, there
are substantial limitations to the usefulness of the data the agency makes publicly available.

The published product reports include a mix of drugs compounded during the six-month reporting period as well as
products listed solely because they are undergoing stability studies and may not be actively compounded or
commercially available. In addition, there is a significant lag between the reporting period and public posting, such
that the data are typically six to eight months old at the time of release. Given the rapidly changing production
decisions of 503Bs, this delay renders the data unreliable for real-time assessment of supply conditions or drug
shortages. In addition to maintaining a public product catalog, 503B outsourcing facilities should clearly disclose
on their public website the states or jurisdictions into which they are authorized to ship. This information should
distinguish, as applicable, between authorization to ship non-controlled substances and controlled substances,
since state-specific licensure, registration, and other legal requirements differ. Public visibility into state shipping
authorization is important for providers attempting to identify viable sources quickly during routine operations and
shortage events, and it directly supports timely patient access.

Leading by example, industry groups like OFA or EDSA could host links to each member’s catalog, and group
purchasing organizations (GPOs) could make having a public catalog a condition of 503B contracting. This
improvement in transparency will greatly aid shortage management. The FDA could also develop and enforce a
standard reporting data specification for 503B outsourcing facility product reports and keep current, for purchasers
to consult.
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Format and Maintenance

We encourage facilities to publish catalogs in a searchable format (for example, an HTML table or spreadsheet
rather than only in a scanned PDF). This allows quick keyword searching or filtering. The catalog should be
maintained as a living document — when a new product is introduced or an existing one changes (e.g., improved
BUD), the catalog must be promptly updated. Each update should be reflected on the public site immediately to
ensure stakeholders are always looking at accurate data. Ultimately, maintaining a standardized catalog should
become as routine for a 503B as updating their FDA drug listing, but in a more dynamic and impactful manner.

Standardized Content Fields

Every 503B catalog entry should include a common set of essential data fields so that information is complete
and comparable. At minimum, the catalog must list for each product:

Drug Name: Use Tall Man lettering for look-alike
name differences (e.g., “EPINEPHTrine”). Include
the base name and salt if applicable (e.g.,
“Morphine Sulfate”), and for combination products
include all components.

National Drug Code (NDC): Provide the NDC in an
11-digit format (5-4-2). This format is most widely
used and recognized for billing, reimbursement, and
other national databases.

Strength/Concentration: State the strength as
both the total amount per container and the
concentration. For example: “5 mg/5 mL

(1 mg/mL).” This eliminates ambiguity (some
facilities currently list one or the other). Percent
concentration of active ingredients should be
accompanied by mg/mL values for clarity. Note the
following exceptions:

o Volume equal to 1 mL: should be
expressed only as the quantity/mL and
not quantity/1 mL (e.g., 10 mg/mL)

o Volume less than 1 mL: the quantity
per fraction of a milliliter should be the
only expression of strength (e.g., 12.5
mg/0.625 mL)

Diluent and Volume: Specify any diluent or base
solution (e.g., “in 0.9% sodium chloride”) and the
total fill volume of the container (e.g., 50 mL).
Indicate the product’s final volume.

Container Type: Identify the primary container
(e.g., “10 mL syringe,” “250 mL IV bag,” “vial,” etc.).
This helps hospitals quickly see if the form factor

Beyond-Use Date (BUD): List the BUD or
expiration dating for the product (e.g., “BUD: 90
days refrigerated”). This informs how long the
product can be stored and used.

Storage Requirements: State any special
storage conditions (e.g., “Refrigerate”, “Protect
from light”).

Preservative/Single vs. Multi-Dose: Indicate if
the product contains a preservative and whether
the container is single-use or multi-dose. For
example, “Multi-dose — contains benzyl alcohol”
or “Preservative-free (single use only).”

Source of Ingredient(s): Indicate if the product
contains only finished drug product (FDP) or if
any bulk drug substance was used (e.g., Active
Pharmaceutical Ingredient (API)).

DEA Schedule (if applicable): For controlled
substances, indicate the drug’s DEA schedule
(e.g., C-Il, C-lll, C-IV, C-V).

Preparation and Sterilization Method: Provide
information on how the product was prepared and
the final sterilization method used for sterile
preparations (e.g., repackaged product, aseptic
processing [sterile-to-sterile], aseptic processing
[sterile filtration], terminal sterilization, nonsterile
preparation).

ASHP Standardize 4 Safety: Indicate if the
preparation’s concentration aligns with ASHP
Standardize 4 Safety concentration.

Label Image: Include a sample image of the
product label.
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Identifying whether a 503B outsourcing facility prepares a product from a finished drug product (FDP) or from bulk
drug substance is critical information for providers. During a national shortage of a commercial sterile injectable,
503Bs that rely on the same FDP may experience the same supply constraints. In contrast, 503Bs with the
capability to compound from bulk drug substance may be better positioned to maintain supply throughout the
shortage. Without this visibility, providers may unknowingly rely on 503Bs that can only offer FDP-based products
and therefore face allocation, prolonged disruption, or unmet demand as shortages persist. Some 503Bs offer
equivalent preparations from both FDP and bulk drug substance and can transition between them as products
move on or off the FDA drug shortage list, helping ensure continuity of patient care. Absent this information,
providers may be forced to scramble for alternatives during shortage events, increasing the risk of care disruptions.

Appendix A2 provides a template listing all these fields with applied examples. By adhering to this format, all
503Bs will present information consistently. A pharmacist can then look at any two catalogs and find equivalent
information without confusion. It also opens the door to aggregating data in the future (for example, a centralized
database or search tool) since everyone is using the same data structure.

Adopting these catalog standards will greatly enhance transparency, visibility and access and safety by reducing
the risks of purchasing a product that is not set up with safeguards throughout the medication use process in the
hospital. Hospitals will be able to quickly answer “Who has drug X in stock and in what form?” without a flurry of
phone calls. During shortages, this could shave days off the time needed to secure supply. For 503Bs, providing
complete information up front also reduces repetitive inquiries from customers. It positions the facility as a
transparent, reliable partner in patient care, providing a clear advantage in the marketplace.

Nomenclature and Labeling

The second key to harmonization is ensuring that all 503B products are named and labeled in a consistent, safe
manner. No matter which outsourcing facility a product comes from, healthcare providers should see familiar
naming conventions and label layouts that adhere to best practices in medication safety. We recommend that
503Bs adopt the following labeling standards (many of which parallel ISMP recommendations and USP <7>
requirements):

Use Tall Man Lettering for Look-Alike Names

Every 503B should incorporate Tall Man lettering on labels and in catalogs for drug names with look-alike potential.
For example, labels should read “EPINEPHrine” and “ePHEDrine”, or ‘HYDROmorphone” and “morphine”, as
appropriate. ISMP has published a list of Look-Alike Drug Names with Recommended Tall Man (Mixed Case)
Letters, and FDA and The Joint Commission endorse this practice. Using Tall Man consistently will help prevent
selection errors by drawing attention to the differing parts of similar names.

Standardize Strength Expression

Express strengths as Total Amount per Container and per mL for injectables. The total quantity of drug in the vial or
syringe should be prominent on the label, with the concentration per mL in parentheses (e.g., “50 mg/50 mL

(1 mg/mL)”). This format aligns with USP <7> labeling standards and ISMP recommendations. It avoids dangerous
misinterpretations that can occur with ratios or percentages. Ratio expressions like “1:1000” should not be used
(use “1 mg/mL” instead), and standalone percentage concentrations for critical drugs should be avoided (always
pair with mg/mL). By making the total content obvious, we ensure that, for instance, a nurse knows a syringe
contains 50 mg in total rather than mistaking it for 10 mg total in the earlier example. Every label should also clearly
state the volume if applicable (e.g., “60 mL”) near the strength. Essentially, any caregiver reading the label should
immediately understand both how much drug is in the container and its concentration without any calculation or
assumption.
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Include All Essential Label Information

503B product labels should contain the same critical details one would expect on an FDA-approved product
(excepting those not applicable to compounded products). This means the label (or combination of primary and
secondary labeling (e.g., cartons, overwrap)) should clearly display: drug name (and form, if needed, e.g.,
“Injection, USP”), strength (as above), volume (for liquids) or quantity (for solids), route of administration if not
obvious (e.g., “For Intrathecal Use Only” or “For Topical Use Only” where appropriate), lot number, expiration/BUD
date, storage instructions (e.g., “Keep Refrigerated”), and any appropriate warnings or auxiliary statements. For
example, neuromuscular blocking agents should include a clearly visible and prominent warning, “Warning:
Paralyzing Agent” (If space permits ISMP best practice suggests: WARNING: PARALYZING AGENT — CAUSES
RESPIRATORY ARREST), on the label, and medications that require further dilution should say “Must Dilute
Before Use.” By standardizing these elements, we ensure that no critical piece of information is omitted on one
label that would normally appear on another. Labels should be laid out so that the most important information (drug
name, strength, warnings) is highly visible, while less critical details (facility information, etc.) do not clutter the
primary label face.

Eliminate Error-Prone Abbreviations and Symbols

All 503B labeling (and documentation) should follow ISMP’s well-established rules for safe medication
abbreviations. Do not use “U” or “IU” — spell out “units.” Avoid “ug” — use “mcg.” Never use a trailing zero (write
“5 mg”, not “5.0 mg”) and always use a leading zero for doses less than one (write “0.5 mL”, not “.5 mL”). These
conventions prevent misreads (for example, “5.0” being misread as 50, or “.5” as 5). Every 503B label should be
reviewed against the ISMP List of Error-Prone Abbreviations and none of those should appear on the final label.

Units should be spelled out or standard abbreviations (e.g., “mL”, “mg”) that are widely understood and
unambiguous must be used.

Apply Consistent Layout and Emphasis

While each company’s branding might differ, the structure of information on the label should be consistent across
the industry. We suggest following a standard hierarchy: Drug name and strength on the top line(s), with
differentiating text (like Tall Man letters or concentration) emphasized; volume and route next to the strength if
applicable; lot and expiration date can be slightly smaller but clearly visible; and warnings in bold or colored text
boxes as needed. 503Bs should consider using color bands or other design elements to differentiate classes of
drugs or strengths, analogous to how commercial manufacturers use e.g., red caps for paralytics or distinct color
schemes for different concentrations of heparin.

Consistent visual design standards across facilities can add an important layer of safety. For neuromuscular
blocking agents, labels should prominently display a clear paralytic warning (e.g., “WARNING PARALYZING
AGENT”) and use a highly visible cue, such as a red stripe, to support rapid recognition across suppliers. For
prefilled syringes, the warning should also appear on the syringe cap so the risk remains visible until the point of
use. Standardizing these design elements can help clinicians quickly identify this medication class and reduce the
risk of confusion with other injectable products. When a 503B outsourcing facility produces multiple concentrations
of the same drug, the labels should be readily distinguishable through clear, consistent visual differences, such as
contrasting colors, bold text, boxed warnings, or reverse print. Manufacturers should avoid designs that rely on the
same overall color scheme with only subtle differences in format or shape, as these may not provide sufficient
differentiation in practice.

Barcode Scanability

Whenever feasible, 503B products should include a machine-readable barcode (or QR code) on the label that

encodes at least the drug and concentration, and ideally an NDC or internal code that can be recognized by

hospital medication administration systems. Many hospitals rely on barcode medication administration (BCMA) to

verify that the right drug is being given. If 503B products lack barcodes that can be scanned into the system,
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workarounds are needed (which adds risk). We recommend 503Bs assign an 11-digit numeric code (5-4-2 format)
to each product variation (strength/form) and include that barcode on the label. This aligns with the “unique
identifier” field in the catalog. Even if not used for billing, the barcode can be used for internal inventory
management and bedside scanning, greatly enhancing safety. Print barcode on label using dark black lines on an
opaque white background. Test barcode printed on actual container and in a variety of settings to ensure
successfully scanning in any environment. Barcode should NOT wrap around curvature of container. Readable
barcode on immediate drug container & barcode can be scanned either on the overwrap or carton, or through a
clear overwrap. Assess situations where a 503B product may have multiple barcodes (e.g., the manufacturer’s
barcode on a diluent bag, the actual product barcode on the 503B prepared label). If possible, avoid having
multiple barcodes for end users to choose from. Place the barcode on compounded sterile preparations in a way
that drives end users to scan the actual product barcode, minimizing confusion. For additional information, refer to
the ISMP Targeted Medication Safety Best Practices for Hospitals, Best Practice 24.

Labeling self-audit

All facilities should perform a labeling self-audit using a checklist (see Appendix B1) to ensure their labels meet
these criteria. If current labels fall short, a plan should be made to revise labels and exhaust old stock. We
recognize this may require investment (new label printing templates, possibly larger label stock for small vials or
syringes, etc.), so phased in approach may be considered. However, focusing on high-risk products first (e.g.,
neuromuscular blocking agents, opioids, concentrated electrolytes, and other high-alert medications) for label
updates will yield immediate safety benefits. Importantly, these labeling standards do not exceed what is already
recommended by ISMP and USP; they are about implementing known best practices. By committing to them,
503Bs would demonstrate that compounded preparations can be delivered as safely as conventional drugs. (see
Appendix B2 for applied example)

(Note: These recommendations were developed with input from ISMP. They align with calls for action in ISMP’s
publications and leverage existing standards like USP <7>. They are not intended to create undue burden but to
formalize what “good labeling” looks like for this industry.)

Implementation Approach

Implementing these standards across dozens of independent facilities and numerous health systems will require
a coordinated, phased effort. We suggest a phased implementation with pilot programs, iterative improvements,
and broad stakeholder engagement:

Phase 1 - Pilot and Template Development (Short Term, 0—6 months)

A subset of early-adopter 503Bs and health systems should pilot the recommendations to test the
recommendations and work out any kinks. For example, a few volunteer facilities can update their catalogs
according to the template and share them on their websites immediately. Similarly, a couple of 503Bs can
redesign a handful of their product labels to the new standard and provide sample products or mock-ups for
feedback. During this phase, the EDSA team (or a designated task force) will create and disseminate templates
and tools: a standardized catalog spreadsheet format, example label layouts, and checklists. Quick wins in Phase
1 include enabling Tall Man lettering on websites (a simple text change) and publishing existing product lists that
were previously kept internal. Health system partners in the pilot can test using the standardized catalogs during
a shortage simulation and report how it improved their response time or what additional information might be
needed.
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The feedback from Phase 1 will be used to refine guidelines.

= Education and Outreach: Publish the white paper (this document) and conduct webinars or workshops for
503Bs to walk through the catalog template and labeling requirements. Provide a forum for Q&A and
troubleshooting. Also, reach out to health-system pharmacy leaders (through professional societies like ASHP
or through GPO channels) to encourage them to support this effort by preferentially doing business with
facilities that adopt the standards.

Phase 2 - Broad Rollout and Industry Adoption (Medium Term, 6—18 months)

With templates and examples in hand, Phase 2 focuses on scaling up adoption to most 503Bs and hospitals.
This involves:

= Endorsements: Seek broad support for the standards from recognized stakeholders across the healthcare
and regulatory ecosystem. This could include public statements, incorporation into existing guidance
frameworks, or promotion through professional communications, publications, and industry forums. Alignment
or acknowledgment from regulatory bodies, even in informal settings such as presentations or educational
outreach, can further reinforce credibility and encourage adoption.

= Incentives and Incorporation: GPOs and large health systems can build compliance with these standards
into their 503B contracting criteria. For instance, a GPO RFP for compounded services could ask whether the
bidder has a public catalog and standardized labels, thereby giving an edge to those who do. Market forces
can thus drive compliance. Additionally, the End Drug Shortages Alliance (EDSA) and the Outsourcing
Facilities Association (OFA) can track and publish progress — e.g., a list of 503Bs that have adopted the best
practices — creating positive recognition for leaders and gentle pressure on laggards.

= Tools and Support: Phase 2 will likely reveal some 503Bs need technical assistance (e.g., a small
compounder who doesn’t have a web developer to format a catalog page). EDSA or partner organizations
can offer support, such as simple catalog web templates or connections to resources. We will also promote
the use of the Appendix C Gap Analysis Tool, which provides stakeholder-specific checklists, so each
organization can assess what actions it needs to take.

»= Monitoring: Establish a mechanism to monitor adoption. For example, by 12 months, we aim to see >80% of
503Bs with a public catalog. We can conduct periodic scans of 503B websites and request updates from
facilities. For labeling, we may solicit sample labels or have hospitals report which suppliers’ products meet
the criteria. Tracking a few key metrics will allow us to measure progress and identify areas that need
additional focus (for instance, if by 1-year Tall Man lettering still isn’t widely used, we may target additional
education there).

Phase 3 - Maintenance and Continuous Improvement (Long Term, 18+ months)

= Certification/Recognition: Develop a certification badge for 503Bs that comply with the harmonization
standards (“EDSA Harmonization Compliant” or similar). This could be voluntary but would signal to
customers a commitment to quality and transparency.

= Technology Integration: With standardized data, Phase 3 can explore creating a central 503B product
repository or portal that aggregates all the individual catalogs. This could be a collaborative project (perhaps
an expansion of the existing FDA reporting database or a new tool by EDSA) that allows any provider to
search for a needed compounded drug and see which 503Bs offer it. The standardized fields make such
integration feasible. Similarly, hospitals might integrate 503B product information into their internal systems
(formularies, inventory systems) more easily now.
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= Ongoing Review and Updates: Establish a process to periodically review the standards and update them as
needed (for instance, if USP or ISMP release new relevant recommendations, or if new types of therapies
emerge in compounding that need additional fields). Stakeholders should continue to provide feedback. The
alliance can maintain the appendices (templates, checklists) as living documents, updating the catalog
template if, say, a new critical field is identified.

Stakeholder Roles and Commitments

Achieving success requires action from each stakeholder group:

= 503B Outsourcing Facilities: Implement the changes to catalogs and labeling. This means allocating
internal resources to compile and continuously update the required information, and to redesign labels
according to the standards. It also involves training staff (e.g., those who prepare labels or respond to client
inquiries) on the new formats. Many 503Bs have already indicated willingness to improve transparency; and
this offers a constructive opportunity to put that commitment into practice. Appendix C provides a detailed
checklist for 503Bs (e.g., “Is our product catalog posted and does it contain all required fields?”) to self-audit
their progress.

= Health Systems and Hospitals: Support these standards through purchasing choices and internal
alignment. Hospitals selecting 503B vendors who adopt the standardized catalog and labeling creates
demand for better practices. Additionally, health systems should standardize their own expectations and
usage: for instance, adopt the ASHP Standardize 4 Safety concentration recommendations as much as
possible. Hospitals should also update their internal systems (EHR medication records, smart pump libraries,
etc.) to reflect the standardized nomenclature (for example, ensuring the Tall Man versions of names appear
in pharmacy systems and on MARS). Finally, providing feedback to 503Bs is crucial: if you notice an issue on
a label or a gap in a catalog, let the supplier know so they can fix it. In the spirit of partnership, health systems
should treat this as a joint effort to improve safety. (Appendix C includes a checklist for health systems as
well — e.g., “Do we incorporate standardized checks for 503B product information in our formulary review?”
and “Are we requiring our vendors to meet the EDSA standards?”)

= GPOs and Alliances: Group Purchasing Organizations can accelerate adoption by embedding these
expectations into contracts and the RFP process. When negotiating or renewing 503B supply contracts,
GPOs can require that the vendor maintain a public catalog and adhere to labeling best practices. GPOs can
also facilitate communication by sharing the standard templates with all contracted suppliers and offering to
assist those who need help complying. The End Drug Shortages Alliance (EDSA) will continue to coordinate
communication among all parties, track progress, and troubleshoot barriers.

= Patient Safety and Standards Organizations: ASHP, USP, ISMP, and others should continue to lend
support. For example, ISMP can continue to highlight compounding safety in its publications. USP might
incorporate elements of our recommendations in future revisions of general chapters or FAQs (especially
around labeling). If needed, FDA could enforce certain aspects (like accurate labeling) via inspections and
warning letters — indeed, recent FDA warning letters to 503Bs have cited inadequate labeling, which aligns
with our identified issues. Their enforcement of baseline requirements will complement our voluntary
standards. State pharmacy boards, which also oversee compounding in many cases, can encourage or
mandate that outsourcing facilities in their state follow these practices as a condition of licensure.
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Throughout implementation, it will be important to celebrate successes in public forums (for instance, showcasing
where a standardized catalog helped resolve a shortage faster, or where a labeling change prevented an error).
These real-world wins will motivate all stakeholders to stay engaged and committed. Change management is
always a challenge, but by Phase 3, we expect that standard catalogs and safer labels will become “the new
normal,” with any deviations quickly recognized as unacceptable.

Limitations and Considerations

While we are optimistic, we acknowledge several limitations and challenges:

Voluntary Adoption and Enforcement

Our approach relies initially on voluntary adoption. It's possible some outsourcing facilities will be slow to change,
especially if they perceive no immediate benefit. We are mitigating this by involving purchasers (hospitals/GPOs)
to create market incentives. If voluntary measures fall short, we may need to pursue formal endorsements or
requirements through accreditation. There is a delicate balance to strike; we want broad adoption but do not want
smaller or resource-limited 503Bs to drop out of the market due to the effort required. Thus, we've designed the
recommendations to be feasible (most data is already collected by 503Bs internally, and many labeling fixes are
straightforward).

Resource Constraints for Some 503Bs

The industry has a range of players, from large nationwide providers to small regional compounders. Smaller
facilities might not have dedicated IT or quality improvement teams to implement changes quickly. To address
this, we provided simple templates and will offer support in implementation. We also phased the changes so that
the most critical and easiest steps (posting catalogs, basic label updates) come first. Nonetheless, some 503Bs
could struggle to comply rapidly. We consider these recommendations as a baseline of patient safety; any facility
truly unable (or unwilling) to meet them may face hard questions about their suitability as a provider to hospitals.
Still, we will try to ensure no facility is left behind due to lack of knowledge or technical ability, through the
collaborative nature of EDSA, even competitors are working together on this public health goal.

Maintaining Updated Information

Publishing information is not a one-time task; keeping it accurate is an ongoing responsibility. One risk is that a
503B posts a catalog but then fails to update it, leading to stale information (which can be as bad as none at all).
We will continue to engage with facilities to emphasize the importance of maintenance. It may be useful to set up
reminders or automated prompts (for example, a nudge to review and refresh the catalog quarterly). Health
systems can also help by alerting a 503B if they notice the catalog seems out-of-date (e.g., if it doesn'’t list a
product the hospital knows the 503B currently offers). Building this into normal operations, perhaps as part of the
503B’s quality management system, will be important for sustainability.
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Scope (503B vs 503A)

These recommendations apply to 503B outsourcing facilities (which supply hospitals without patient-specific
prescriptions). They do not directly address 503A compounding pharmacies or hospital in-house compounding. A
hospital pharmacy that compounds for its own patients already has internal controls, but there could also be
benefits in standardizing some of those practices. However, expanding scope to 503A would involve different
regulatory frameworks and stakeholders (e.g., state boards, individual hospital policies). We focused on 503B
because of their outsized role in regional and national supply. Over time, successful harmonization here might
influence broader compounding practices (e.g., if a standard 503B label format becomes expected, hospitals
might adopt similar formats for their own compounds). But we acknowledge we are not solving every
compounding issue, just a crucial subset. Moreover, these changes do not solve the root causes of drug
shortages (manufacturing issues, etc.); they mitigate the impact by improving alternative supply utilization.

Competitive and Legal Sensitivities

Encouraging transparency and collaboration in a competitive industry must be done carefully. We have been
mindful of antitrust considerations (the focus is on safety and information sharing, not pricing or supply quotas).
All activities have been and will be conducted in compliance with legal guidelines (as reinforced in our EDSA
meetings). We do not anticipate legal barriers to sharing one’s product list or following labeling best practices as
these are pro-competitive, pro-patient moves. If anything, we are leveling the playing field by making basic quality
information available from all providers. Also, standardization might raise concerns about reducing differentiation;
however, we emphasize that facilities can continue to innovate on quality and services; standardizing catalogs
and labels simply ensures a baseline of safety and efficiency that benefits everyone.

Measuring Impact

It can be challenging to directly measure “errors prevented” or “shortages averted,” since these outcomes are
often reflected in events that do not occur. Rather than focusing solely on reductions in reported events, the
initiative will emphasize increased learning, transparency, and system improvement through enhanced reporting
and information sharing. A strong reporting culture is a positive outcome, as greater visibility into issues allows
stakeholders to identify trends, strengthen safeguards, and improve system reliability.

In some cases, implementation may initially lead to an increase in reported concerns as awareness grows and
stakeholders become more engaged in identifying and communicating issues. This should be viewed as a sign of
improved surveillance and engagement, not necessarily worsening performance. Success can therefore be
evaluated through both qualitative feedback and the tangible system improvements that result from shared
learning, such as enhanced labeling practices, stronger operational processes, improved data standardization,
and better-informed shortage mitigation efforts.

In summary, while there are challenges, none are insurmountable. The project team has secured broad buy-in
and the case for change is compelling. The collaboration and goodwill among stakeholders in EDSA provide
confidence that we can navigate resource disparities and ensure that the solution works for all. We will remain
adaptive. If something is not working, such as a recommended field being overly burdensome for facilities to
obtain without providing meaningful value, we can adjust the approach. The goal is meaningful progress and
continuous improvement, not perfection on day one. By anticipating these limitations and building in support and
flexibility, we believe the initiative will succeed in making compounded medications safer and more accessible
when needed most.
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Conclusion and Call to Action

Standardizing 503B product catalogs and labeling is a practical, high-impact intervention to bolster our drug
supply chain’s resilience and improve patient safety. Unlike some healthcare challenges that require new
technology or massive investment, these changes involve sharing information we already collect and applying
well-known safety principles; essentially better communication and coordination. The recommendations in this
white paper were developed collaboratively by health-system pharmacists, 503B providers, safety experts, and
other stakeholders, reflecting a consensus on what needs to be done.

Success hinges on execution. The vision is clear: All 503Bs openly share what they make in a consistent format,
and all products come with clear, standardized labels. Achieving this will mean that during the next drug shortage,
any hospital pharmacy can rapidly identify potential suppliers and obtain a quality product, and that clinicians can
use that product with confidence because the label is familiar and unambiguous. It also means fewer errors and
safer patient care, as compounded medications will no longer be an outlier in our medication safety systems.

We call on every stakeholder to contribute to this shared goal:

= 503B Outsourcing Facilities: Act now to implement these standards. Publish your product catalog (using
the template in Appendix A2 as a guide) and keep it updated. Begin reviewing and updating your product
labels to incorporate Tall Man lettering, standardized strength expressions, and all required information
following Appendix B1. Engage your quality and IT teams to make this a priority in the coming weeks and
months — patient safety is part of your product quality. By adopting these practices, you are not only reducing
risks but also showing leadership in the industry. (Some facilities have already started, which is encouraging.
We urge the rest to follow without delay.)

= Health Systems and Hospitals: Demand and support these improvements. Communicate to your 503B
suppliers that these factors matter to you — for instance, ask if they have a public catalog and give preference
to those who do. When evaluating compounded product sources, consider safety and transparency as key
criteria alongside cost. Additionally, align your internal practices to complement these standards: use
standardized concentrations whenever possible so that 503B products will fit seamlessly into your medication
processes, and educate your staff about reading the new standardized labels (though our hope is the labels
will be self-explanatory). Your partnership is crucial: by working with 503Bs (providing feedback, participating
in pilot programs, etc.), you help ensure the solutions are practical and effective.

= Regulators, Accrediting Bodies, and Professional Organizations: Encourage universal adoption. Use
your platforms to amplify this message. For example, state Boards of Pharmacy could incorporate a check for
“does the outsourcing facility have a current product list available for clients?” into inspections. The FDA could
continue to enforce basic labeling requirements and encourage facilities to exceed the minimum for safety’s
sake. Professional organizations (ASHP, ISMP, etc.) can continue to highlight the importance of drug
standardization and perhaps create awards or recognition for exemplary implementation. Aligning
expectations across the board will make it clear that this is the new standard of care.

= EDSA and Collaborative Partners: Continue to coordinate and track progress. EDSA will maintain the
repository of tools (catalog templates, checklists) and provide updates on how many facilities have adopted
the changes. We will also remain a forum for sharing best practices and problem-solving any obstacles that
arise. We invite all stakeholders to report on their progress and any issues so we can address them together.
This collaborative spirit has gotten us this far and will carry us through full implementation.
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In conclusion, the benefits of standardization — faster shortage response, fewer medication errors, and more
efficient operations will only be fully realized if everyone does their part. This is a collective initiative that succeeds
only through collective action. The good news is that through efforts like the End Drug Shortages Alliance, the
503B industry and healthcare providers have shown a strong willingness to collaborate for the greater good. By
adopting the recommendations in this paper, we can ensure that compounded medications are as safe and
accessible as possible, thereby protecting patients and strengthening our supply chain.

Let’s seize this opportunity to eliminate unnecessary variability, improve transparency, and make drug shortages
less dangerous for our patients. The roadmap is in hand; now it's time for commitment and action. With concerted
effort over the next year, we envision a near future where every hospital pharmacist has instant access to up-to-
date information on compounded medications, and every nurse can administer a 503B-prepared drug with the
same confidence as a commercial product. That future will mean safer care and a more resilient healthcare
system for all.

Future Directions

Success in this 503B harmonization initiative can serve as a springboard for broader improvements. For instance,
once product information is standardized, creating a centralized 503B catalog database or exchange becomes
feasible and could further streamline shortage management. The same principles might be extended to 503A
compounding — establishing similar naming and labeling conventions for in-house pharmacy compounds,
enhancing safety inside individual institutions. Additionally, a culture of standardization and transparency can
open dialogue on other opportunities, such as standardizing order sets, beyond-use dating protocols, or quality
metrics reporting among 503Bs and health systems. Ultimately, harmonizing catalogs and labeling is part of a
larger movement to bring more order, predictability, and collaboration to medication compounding and supply. It
addresses one piece of the drug shortage puzzle by making the supply that is available more visible and
trustworthy. Going forward, stakeholders can leverage this momentum to tackle other facets of drug shortage
prevention and response. In short, while our immediate focus is on catalogs and labels, the philosophy and
partnerships formed here will be valuable in confronting whatever challenges come next in ensuring patients have
timely access to safe medications

Appendices

= Appendix A1: 503B Product Catalog Analysis

= Appendix A2: Catalog Product Elements Best Practices and Examples

= Appendix B1: Labeling Best Practices Checklist — A checklist for 503Bs to compare their labels against
the standards.

=  Appendix B2: Nomenclature and Labeling Examples

= Appendix C: EDSA Stakeholder Commitments Checklist — Actionable commitments for 503Bs, health
systems/hospitals, Group Purchasing Organizations (GPOs), and Patient Safety & Standards Organizations
to self-assess and drive implementation.
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Appendix A1: 503B Product Catalog Analysis

To support development of evidence-informed recommendations for 503B catalog standardization, the EDSA
project team conducted a structured catalog analysis focused on availability, accessibility, and content
characteristics of public-facing 503B product catalogs. The intent was to create a centralized repository of 503B
catalogs and websites, perform a comparative assessment of how product information is presented, and
synthesize findings that could inform a future harmonization framework. The analysis specifically examined
whether catalog information was easily accessible online, what product data elements were present, how those
elements were presented, and which data fields were absent.

The source list for the analysis was the FDA list of registered outsourcing facilities, downloaded on February 10,
2025. Because that list is structured at the facility level, it was modified to the company level for this project,
yielding 67 registered outsourcing companies for review. A standardized analysis template was used across
companies to support consistency in data collection and evaluation. Companies determined to be non-
operational were categorized as “Not Operational,” with no additional catalog data collected; non-operational
status was determined using multiple sources, including the absence of products on the most recent 2024-2
FDA Product Report. Companies whose product information was not publicly available were categorized as “Not
Publicly Available,” with no further catalog element analysis performed. All other companies were evaluated, and
outreach was conducted when needed to complete the review.

The results presented below reflect this structured review and are intended to show the degree of variation in
current catalog practices across the 503B market. These findings helped identify priority gaps in transparency
and standardization and directly informed the recommendations presented in the white paper.

67 Registered 583B Companies

l— 15 Not Operational

NDC Number Present

| A CE e DI 11-Digits | 10-Digits | <10 Digits
5 8 0 4
|— 8 No Response RTA Sterile Product
| P eriie Froducts 29% 47% 0% 24%
All Others 2 2 g =
v 10% 10% 0% 81%
. . . Total 7 | 10 0 21
39 Operational and Publicly Accessible 18% | 26% 0% 55%

(Included in Evaluation)

What Are the Primary Portfolio Offerings?

Another Product Identifier Present?

Primary Product Portfolio Count of Registered Outsourcing Facilities Primary Product Portfolio
Ready-To-Administer (RTA) Sterile Products | 17 4 13
Age, Weight, Hormone Products 11 RTA Sterile Products 24% 76%
Other (Veterinary, Dermatology, ete.) | 6 A 50
Opthamology Praducts 5 All Others
Grand Total 39 [ 9% 91% ‘
6 33
Total
[ 15% 85% |
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Description in Tallman Lettering

Drug Concentration
Described per mL

Primary Product Portfolio Primary Product Portfolio No
e a—— 1:% 31:% RTA Sterile Products ::% 1:%
All Others 026 1:;6 All Others 6{85% 3:%

L 5 o b 7 %

Drug Schedule Designation Included

(cu, c, etc)

Total Medication Amount Per
Container Displayed

Primary Product Portfolio No Primary Product Portfolio No
RTA Sterile Products 1:% ;:% RTA Sterile Products 5]:‘:6 417%
All Others — o5 L 4:;«, 5::36

Total s:a 932595 Total = =

Shows Total Fill Volume

Primary Container Indicated (Syringe,

Bag, etc.)
Primary Product Portfolio Primary Product Portfolio Yo .
RTA Sterile Products Bt; 1:% RTA Sterile Products 2% ot
All Others ;:% 3:% All Others 2 2
35 4
Total ;:‘ z:;;e Total o o

Diluent Information Included
(NS, D5W, SWFI, etc)

Dosage Form Provided (Inhalation,
Injection, etc.)

Primary Product Portfolio

Primary Product Portfolio Yes No Primary Product Portfolio No
10 7 . 10 7
i RTA Sterile Products
RTA Sterile Products 50% n% 5% e
2 20 17 5
All Others 0 T All Others — o
12 27 27 12
Total
Total 31% 69% 69% 31%
Single or o n .
Multi-Dose Described PHE -
Primary Product Portfolio . 5 . . . Gl:zn Multiple| Months —
RTA Sterile Products : rtf Days
2B 26% RTA Sterile Products 3 g z gz o
All Others 7 15 18% 0% 12% 71% 0%
32% 68% All Others 20 0 1 1 0
Total 11 28 91% 0% 5% 5% 0%
28% 72% Total 23 0 3 13 0
59% 0% 8% 33% 0%

Beyond Use Dating (BUD)
Given

14 3 Primary Product Portfolio
RTA Sterile Products

82% 18% RTA Sterile Prod 10 L
1 othe 5 = 59% 41%

Allothers o% o1% All Others 4 18
ot e = 18% 82%

o 41% 59% Total 14 25
36% 64%
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API Designation Marked

Primary Product Portfolio Prod Portfo Yes No
RTA Steril | 8 o RTA Sterile Product: = 8
ter 47% 53% erile Products 53% 47%

0 22 6 16
All Others 0% All Others 27% 73%

8 31 15 24
Total 21% 79% ool 38% 62%

Primary Product Portfolio Prod Portfo Yes No
RTA Sterile Products 8 9 RTA Sterile Product 3 14
lie 47% 53% erile Products 18% 82%

3 19 0 22

All Others 14% 36% All Others 0%
11 28 3 36
Total 28% 72% = 8% 92%
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Appendix A2: Catalog Product
Elements Best Practices

The following are the best practices for catalog product elements and examples of how they can be applied. If a
503B catalog has space limitations, special formatting or symbols may be considered to ensure availability of all
information in a digestible format.

Field \ Best Practice Example 1 Example 2
Drug name Generic name for all | ePHEDrine sulfate | fentaNYL citrate
active ingredients compounded compounded
and formatted with injection injection (IV
ISMP Tall Man (vasopressor) infusion)
lettering (if (opioid analgesic)
applicable)

NDC

NDC (11-digits; 5-4-
2 format)

12345-6789-10

10987-6543-21

Strength/Concentration

Strength expression
(per mL) for each
active ingredient

50 mg/10 mL (5
mg/mL)

2,500 mcg/250 mL
(10 mcg/mL)

Diluent and Volume

Diluent and total
volume

No diluent, 10 mL
fill volume

in 0.9% sodium
chloride injection,
250 mL total
volume

Container Type

Bag vs. syringe vs.
vial

Syringe (luer-lock)

Bag (PVC-free)

Dosage Form/Route

Dosage form and
route

Injection, for IV
use

Injection, for IV
infusion

Beyond-Use Date (BUD) BUD in days 90 days 150 days
Storage Requirements Temperature, light, Controlled room Controlled room
etc. temperature temperature

Preservative and
Presentation

Preservative status
and single- vs. multi
dose

Preservative free,
single-use only

Preservative free,
single-use only

Source of Ingredients

Finished Drug
Product (FDP) or
Active
Pharmaceutical

Finished Drug
Product (FDP),
repackaged from
commercial 50

Bulk API,
compounded from
fentaNYL citrate
powder

Ingredient (API) mg/mL vial
DEA Schedule DEA schedule Not controlled C-ll
Preparation and Preparation and Aseptic Aseptic

Sterilization Method

sterilization method

repackaging,
sterile-to-sterile

compounding,
sterile-filtered

Aligns with ASHP
Standardize for Safety
Concentration?

Flag if aligned with
ASHP Standardize
for Safety

N/A

Yes

Label Image

Include image of
product label

Include image of
product label

Include image of
product label
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Appendix B1: Labeling Best Practices Checklist

The following is a checklist of best practices derived from USP <7> Labeling standard, and ISMP recommendations
for labeling that apply to 503B outsourcing facilities.

1. Expression of Product Name, Strength & 5. Barcode & Traceability Requirements
Active Moiety 0 Barcode printed in black on white ba(?kground.

[0 Drug name and strength expressed in active moiety g Earc(;)d; does not "(‘;'fatp arout“?' Conta(';e" :;:rvatt;re.
terms; salt form listed when clinically useful. oe:rv:ra € on immediate container andior throug

. % .

[J Strength expressed correctly based on container 0 Avoid mzltiple barcodes on a single label
size (e.g., 50 mg/5 mL (10 mg/mL); >1 mL: total '
amount per total volume; <1 mL: amount per 6. Expiration Date vs. BUD Formatting
fraction of mL; exactly 1 mL: amount per mL). Use [ Expiration date format: YYYY-MMM-DD or similar.

/mI._ instead _Of AL’ 0 BUD more prominent than manufacturer diluent

O Ratio expressions not used (e.g., 1:1,000); must use expiration on bags, when applicable.
concentration per milliliter (e.g., mg/mL). 1 Avoid confusing date formats (e.g., 12-20-23).

1 Strength and total dose prominently displayed on
principal display panel. 7. Error-Prone Abbreviation & Dose

[0 Avoid error-prone strength formats (e.g., 1% without Expression Avoidance
mg/mL equivalent). O Whole numbers expressed without trailing zeros

. . . e e.g., 4 mg not 4.0 mg) and leading zero used for

2. Critical Information Prominence & Readability gegmals ?e 9. 0.2 mg; 9

O Label includes required information: product name, 0 No error-pr(;n.e,; u.nit abb.reviations U, u, 1U)
strength, diluent, routes, inactive ingredients, storage O Avoid ambiguous dual mg/mL and m’L r’mtat.ion
conditions, lot number, expiration date. combinations

0 Critical info appears prominently with adequate white '

Space. Alignment with Inten linical

1 Use readable font and high contrast; use ISMP Tall Man 8. W gkfl ent wit tended Use & Clinica
lettering when applicable. orktlow ) o )

[0 Avoid crowding, distracting graphics/symbols, O Lgblel r;atches intended clinical use; packaging not
unnecessary logos. misieading.

0 Graduation marks present when partial doses

3. Route of Administration & Warning needed.

Statements [0 Label readable throughout handling and

O Required warnings included on cap or overseals when administration.
applicable (e.g., “Paralyzing Agent”, “Must be Diluted”).

O Route displayed clearly, not obscured. 9. High-Alert Medication Practices

LI Avoid negative wording (e.g., “NOT for IV use”); use O High-alert drugs clearly flagged (“HIGH ALERT” or
affirmative warnings (e.g., “For IM use only”). appropriate warnings).

1 Packaging must match intended route of administration. O Labels include differentiation strategies when high-
(e.g., do not package a topical solution in a luer lock alert drugs appear in multiple strengths. [ISMP TO
parenteral syringe) REVIEW]

4. Container, Packaging, and Physical 10. Pre-Market Safety Review & Quality
Differentiation ) .

- System Integration

1 Proper [abels on pharmacy bulk and imaging bulk 0 Conduct pre-market safety assessment for all
packages with required warnings and time-after puncture new/u d:ted labels for Iocilk-alike sound-alike
instructions. LASAp ik

[0 Containers differentiate strengths or concentrations 0 ,(Apply r)uzl:wasn. factors engineering strategies when
clearly (e.g., color, layout, bolding). L . N

0 Clear differentiation between look-alike products (e.g., rewlewmlgé l?b:tl, reada:lrl]lty Zln actuald(.:t(.)ntalner in
syringes, bags), avoid similar color schemes, container :ﬁraohvézroutlt%emmgez;éati:: ulsr]egp(:'(:c];els!sons

izes, | idable. N o
ctseie overwraps un es§ unavoldable 0 Include barcode verification, scanning tests, and

I Incorporate requirements into SOPs for master label | ulati
approval (consistent with this guidance). worktiow simutations.

[0 Use design elements to highlight differences; avoid

Jaw.\ End o&i

elé/ing solely on color.
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Appendix B2: Nomenclature

and Labeling Examples

IncorporatingISMP MIXED CASE and BOLD
text to differentiate look-alike drug names

bupivacaine BUPivacaine
ropivacaine ROPivacaine
dexmedetomidine dexmedeTOMIDine
dexamethasone dexAMETHasone

Incorporating USP <7> Labeling standard
for proper strength representation

BEFORE

Methadone wci PF

10 mg/1 mL (10 mg / mL) in NaCl
Injection for IV Use @
This is a compounded drug

Methadone wci PF in NaCl
10 mg / mL

1 mL in 3 mL Syringe
Injection for IV Use @

This is a compounded drug

AFTER

Example 503B labels incorporating many best practice elements, with some
noted variations and opportunities for standardization for nomenclature.

HIGH ALERT MEDICATION

fentaNYL cit

2,000 mcg
per100 mL

rate (i

2,000 mcg per 100 mL
(20 mcg per mL)

In 0.9% Sodium chloride
100 mL Total Volume

For Slow IV Use. Injection, Solution. Single-Use

Each mL contains: Fentanyl 20 mcg (as Citrate),
Sterile water for injection. pH adjusted with HCl a

Preservative Free.

LOT:

l e I Compounded:

NDC: 71266-5040-02

This is a Compounded Drug. Hospital/Office Use Only. Not For Resale.

Bag.

Store At: 20° to 25°C (68° to 77°F). Protect From Light.

Sodium chloride 9 mg,
nd/or NaOH.

® ® ® Fagron Sterile Services
® ® ® 8710 E 34th StN, Wichita, KS 67226
® & & 1-877-405-8

066 | fagronsterile.com

NDC: 73177-0139-27

fentcnrate PF C

in 0.9% Sodium Chloride

Storage: Controlled Injection for IV Use
Room Temperature Total Volume: 100 mL

Protect From Light] || | || | \IIII I

2,000 mcg /100 mL (20 meg per mL)

End Dru,
,%V’\' Shortaggs
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0.018 mg Citric Acid Monohydrate
Water for Injection q.s.
Hydrochloric Acid and/or Sodium
Hydroxide for pH adjustment
Preservative Free

Not for Resale « Office Use Only
Single-Dose « Sterile Product

This is a compounded drug

Compounded on:

(E]aocg mL cz%ntalns e

mg (20 meg) Fentan

g% Fen%anyl Cnﬁte) i NDC: 73177-0139-27
Sodium Chloride In case of adverse event

please report to one or any
of the following:
www.fda.gov/medwatch
1-800-FDA-1088
S-T*A=Q
PHARMA
STAQ Pharma, Inc. 14135 E 42nd Ave
Unit 50, Denver, Colorado 80239
Phone Number: (833) 397-0106

XXXX-XX-XX

Lot: XXXXXXXXXXXXXXX
Exp: XXXX-XX-XX

enddrugshortages.com
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Appendix C: Stakeholder Commitments Checklist

The following is a list of key standardization commitments for each stakeholder group in the End Drug Shortages
Alliance (EDSA) membership. Stakeholders can use the checklists below to assess current practices, identify
gaps, and act on implementation. Each commitment aligns with the best practices identified by the EDSA 503B
Harmonization Project team. The collective fulfillment of these commitments by 503B facilities, health systems,
GPOs, and safety organizations is essential to realize the project’s goals of improved drug shortage response
and enhanced patient safety through standardization.

503B Outsourcing Facilities

As an EDSA member 503B outsourcing facility, we are committed to:

Action / Commitment

Product Catalog Public Access: Publish an up-to-date comprehensive product catalog online for immediate and open
access, ensuring providers can readily identify current product offerings.

Delineate Current Product Availability: Keep the posted catalog up to date (reflect new, inactive, or discontinued
products promptly and mark the last updated date).

Standardized Catalog Content: Include all minimum required data fields and formatting in the catalog for each product.
— Generic name for all active ingredients and formatted with ISMP Tall Man lettering (if applicable)
— NDC (11-digits; 5-4-2 format)

— Strength expression (per mL) for each active ingredient

— Diluent and Total Volume

— Container type

— Dosage form/route

— BUD (in days)

— Storage requirements

— Preservative status

— Presentation: single use or multi-dose

— Source of ingredients: Finished Drug Product (FDP) or Active Pharmaceutical Ingredient (API)
— DEA schedule

— Preparation and Sterilization Method

— Flag if concentration aligns with ASHP Standardize 4 Safety
— Label image

ISMP/USP-Aligned Labeling: Implement best-practice labeling on all products — use Tall Man lettering for look-alike
names, display strength as total per container and per mL, list route and critical warnings, and avoid error-prone
abbreviations — mirroring ISMP recommendations and USP <7> standards.

Offer Standard Concentrations: Wherever possible, provide products in nationally standardized concentrations (e.g.,
concentrations from ASHP’s Standardize 4 Safety initiative) to support uniform dosing practices.

Enhanced Safety Features: When possible, Add advanced labeling features such as machine-readable 2D barcodes
(with NDC, lot, expiration) and distinctive packaging or label designs for high-alert drugs (e.g., color bands for paralytics),
as well as auxiliary labels for special precautions (e.g., “For Epidural Use Only”). Include product label images as part of
the catalog content.

State Shipping Transparency: Maintain current public information on the 503B website identifying the states or
jurisdictions into which the facility is authorized to ship non-controlled substances and controlled substances, as applicable,
and review/update this information routinely.
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Health Systems / Hospitals

As an EDSA member health system, we are committed to:

 Action / Commitment

Adopt Standard Concentrations: Wherever possible, align formulary and infusion protocols with national standardized
concentrations (e.g., ASHP’s Standardize 4 Safety lists) for compounded sterile preparations (503A or 503B) to reduce
variability and errors.

Integrate Standards into All Systems and Procurement: Update and align all relevant systems with these standard
concentrations. Update institutional policies, guidelines, labeling protocols, electronic health record order sets, master
formulation records for compounds, and smart infusion pump libraries to only use standardized concentrations.
Additionally, when using 503B outsourcing facilities, purchase the ASHP Standardize 4 Safety concentrations, when
available, to maintain consistency across internal and external resources.

Educate Clinical Staff and Update Policies: Provide comprehensive education to prescribers, pharmacists, and nursing
staff about the national standardized concentrations and the safety rationale behind them. Clearly communicate any
practice changes, so all practitioners adhere to the standards.

Maximize use of commercially manufactured products: To the maximum extent possible, utilize commercially
manufactured, ready-to-administer products versus compounded sterile preparations (503A or 503B) when the drug is not
in active shortage status.

Feedback Loop on Safety: Document and monitor any medication errors or near-misses involving 503B products and
share pertinent feedback with the 503B supplier and ISMP to help improve practices.

Group Purchasing Organizations (GPOs)

As an EDSA member group purchasing organization, we are committed to:

Action / Commitment

Supplier Engagement: Actively encourage and support contracted 503B vendors in adopting these best practices. Share
the EDSA recommendations, discuss any barriers, and highlight the benefits of adoption.

Adopt best practices into request for proposal (RFP) process: During the RFP process for 503B outsourcing facilities,
include information on compliance with these best practice recommendations.

Member Education: Inform and educate member health systems about these best practices and how it relates to on- and
off- contract 503B product procurement.

Progress Monitoring: Track the adoption of catalog and labeling standards among contracted 503Bs. Periodically review
which partners have implemented the changes and use that data to provide feedback and encourage adoption.

Supplier Consideration Process Transparency: Provide prospective 503B suppliers with a clear, comprehensive guide
to the GPQ’s contract consideration process, including the major evaluation domains, threshold discussion topics,
information suppliers should be prepared to share, and the general path from initial discussion through contract
consideration. This transparency helps suppliers prepare effectively, supports more productive engagement, and reinforces
expectations around quality, regulatory accountability, operational capability, and portfolio fit.
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Patient Safety & Standards Organizations (ISMP, USP, ASHP, etc.)

As an EDSA patient safety/standards-setting partner, we are committed to:

Action / Commitment

Endorse Best Practices: Publicly endorse the 503B harmonization standards and communicate their importance to the
broader healthcare community.

Incorporate into Guidelines: Work to integrate these recommendations into formal guidelines and standards.

Education & Outreach: Develop educational resources (webinars, toolkits, conference sessions) to help 503Bs and health
systems implement the catalog and labeling standards.

Error Surveillance: Continue to monitor medication error reports and patient safety data related to 503B outsourced
compounded preparations. Watch for improvements (or remaining gaps) in areas targeted by these standards and report
these findings in publications or forums.

Ongoing Collaboration: Collaborate with EDSA and all stakeholders to refine the standards over time. This may include
updating the recommended lists of standardized concentrations, naming conventions, or label layouts as new evidence
emerges. Support recognition programs or certifications that encourage 503Bs and hospitals to maintain these
commitments long-term.
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About End Drug
Shortages Alliance

End Drug Shortages Alliance safeguards patient access to
essential medicines. When critical drugs run out, children wait
for chemotherapy. Grandparents miss doses of life-saving
heart medicine. Families face uncertainty while care teams
race to find alternatives. These shortages harm the people we
love. We commit to ending drug shortages for good.

More than 100 organizations make up End Drug Shortages
Alliance, from hospitals and patient advocates to GPOs,
manufacturers, distributors, and supply chain leaders. When
global disruptions strike, our Rapid Response Team activates
to guide the flow of essential medicines. We work together to
prevent future shortages, with a focus on transparency,
reliability, and resiliency.

Because patients can't wait.

MORE: ENDDRUGSHORTAGES.COM
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