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Investlgatlonal drugs: Product-related issues pose
significant challenges (Part |)

An investigational drug is a chemical or biological substance that has

been tasted in the laboratory and approved by the US Food and Drug

Administration (FDA) for testing in people during clinical trials. Investi-

gational drugs can include both prescription and nonprescription med-
“ ications, but some fall into the category of high-alert medications and

have a narrow therapeutic index that requires careful testing to deter-

mine the most effective and safe doses. While the sponsoring company’s
attention is highly focused on the safety profile of the drug and its clinical effects on
patients, those working on new drug development, product manufacturing, and
protocols for clinical trials are rarely well versed in medication error-prevention prin-
ciples. Additionally, limited regulatory oversight exists to guide, standardize, and
govern investigational drug labeling, packaging, and nomenclature, making this a
lower priority for many sponsoring companies compared to the efficacy and safety
profile of the drug. These conditions can create a perfect storm for errors with inves-
tigational drugs that may cause serious harm to patients and lead to inaccurate out-
come data about the drug.

According to healthcare practitioners who have reported hazards and errors with in-
vestigational drugs to ISMP, there are many troubling product-related safety concerns
that currently exist. In Part 1, we explore the risks associated with investigational
drug nomenclature, labeling, and packaging in detail. In Part I, which will be pub-
lished in our May 3, 2018 newsletter, we will recommend strategies for clinical
sites that participate in investigational drug studies, as well as manufacturers and
FDA, to improve the safety of investigational drug nomenclature, labeling, and pack-
aging.

Drug Nomenclature

Look-alike product identification. In the early phase of research, investigational
drugs are most often identified using a number precaded by an abbreviation of the
sponsoring company’s name (e.g., AMG-123456 for a drug sponsored by Amgen
Oncology)—much like a vehicle license plate. Many clinical sites that participate in
investigational drug studies are involved in multiple studies by the same sponsor;
thus, the sponsor’s abbreviation preceding the identification number adds to inves-
tigational drug name similarity. After the sponsor’s abbreviation, the numbers that
are used to identify the different drugs may vary by just the last digit (e.g., BMS-
123456, BMS-122457, BMS-122458), further contributing to name similarities. Some
letter/number designations can be up to 25 characters long, or are described using
multiple words. These longer identifiers are often truncated on computer screens.
The license plate-type numbers may also overlap with an existing protocol number.

Product name changes are not reflected on labels and protocols. As the in-
vestigational drug moves into different phases of clinical trials, a product with a li-
cense plate-type number may be assigned a generic name. While the research team,
packing slips, and other shipping documentation may refer to the drug by its new
generic name, product labels may continue to reflect an older license plate-type
number. It is even possible for the license plate-type number to change during the
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Product appearance too similar. A hos-
weame pital pharmacist informed us about look-alike
ampuls of verapamil 5 mg/2 mL and fentaNIYL
100 meg/2 ml from Hespira (Figure 1) They
share the same unique light tan labels and tan
and blue colored bands along the ampul neck.
Although no medication errors have been re-

2mL soces
imn‘,i Citrate

ﬁglo 1 Slmllar appearanca between verapamil
and fentaNYL ampuls could contributa to mix-ups.

ported to ISMP, we wanted practitioners to be
aware of the risk. A representative from Hespira
told us that a label revision is in the procass for
the verapamil product. The revised ampul label
will express the concentration per USP <7>
guidelines as "5 mg/2 mL (25 mg/mL)." Also,
the drug name will be printed on the label in
blue. Hopefully this will help reduce the potential
for look-alike confusion.

A Potassium chloride concentrate unsafe
wese in @ syringe. We leamed last week that at
least one of the S0GB cutsourcers (Nephron) is
distributing potassium chloride (KCl) concentrate
to hospitals in a syringe (Figure 1) Thess were
ordered by mistake by a hospital pharmacy tech-
nician and then reported to us. It's unknown if

F|||n 1. Potassium chloride concentrata injec-
tion (10 mEg/5 mU) ina 10 mL syringa.
other outsourcing companies provide syringes
of concentrated KCI as well. For safety reasons,
we highly recommend not using these procucts.
Perhaps the syringes are meant for use cnly n
the pharmacy as an additive to be dilted ina
minibag or large volume parenteral due to the
shortage of commercially available premixed KCI
infusion procucts. But the last manufacturer to
distribute additive syringes of KCI concentrate
continued on page 2—SAFETY beieks >
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Investigational drugs: Strategies for sponsors, FDA, and
clinical sites to prevent product-related errors (Part Il)

Limited regulatory guidance exists for investigational drug labeling, pack-
aging, and nomenciature, exposing sites that participate in clinical trials to
many troubling product-related safety risks. Many of these risks are unique
to investigational drugs and are less likely to be encountered with US Food

and Drug Administration (FDA)-approved medications used outside the
research setting. Some of these safety concerns, which were described in
detail in Part 1 in our April 19, 2018 newsletter, include:

Look-alike licanse plate-type identification names during the early phase of research
Generic name assigned in later phases not included on the label or in the protocol
Unlabeled containers or bulky outer cartons

Labels without a discernable drug name or identified by only a protocol number
Labels without strength/concentration, formulation, lot number, expiration/retest
date, and/or barcode

Inaccurate expiration/retest dates

Look-alike labels in small black and white font, sometimes with unsafe abbreviations
and dose exprassions

Critical product information (e.g., name and strength) hidden below a peel-off label
Labels expressed in multiple languages, each often found behind a pesl-off label
Products packaged in inappropriate sizes (e.g., single doses require many vials or
serial dilutions/aliquots) or in containers typically not used for the intended route
of administration (e.g., oral madications in vials)

Identical tablet/capsule appearance for different strangths of the same drug
Different quantities of capsules/tablets in sealed bottles than is stated on the label
Variable or missing content in protocols, pharmacy manuals, drug information
sheets, and investigator brochures

These conditions increase the risk of potentially harmful errors that may elude detection
and lead to inaccurate data about the safety and effectiveness of investigational drugs.

@ REGULATORY STANDARDS AND PROFESSIONAL GUIDELINES

The US Code of Federal Regulations (CFR) requires the following warning on the imme-
diate package of any investigational drug: “Caution: New Drug—Limited by Federal (or
United States) law to investigational use!"' The CFR also includes requirements for the
handling of investigational controlled substances, informed consant, investigational new
drug applications, responsibilities of sponsors and investigators, and institutional review
board (IRB) involvement.'2 Howaver, unlike commaercially available FDA-approved med-
ications, there is scant FDA guidance in place related to investigational drug labeling,
packaging, and nomenclaturs to promote safety.

The American Society of Health-System Pharmacists (ASHP)® and the Hematology/On-
cology Pharmacy Association (HOPAF* have both published best practices associated
with investigational drugs. Among the many practice recommendations, these guidelines
call upon dlinical sites to establish storage, dispensing, and labeling requirements for in-
vastigational drugs; track expiration dates; employ barcode scanning; and implement

continued on page 2—Investigational drugs >

— SAFETY briefs —

A

Standardization of expiration dates
+~ needed. Does “19 MAR 18" on a product
label mean that it expires on March 18, 2019,
or March 19, 2018? It is difficult to under-
stand how something so important as a
product expiration date is not communi-
cated clearly, in a standard way. While the
US Code of Federal Regulations (CFR) (Part
211) sets forth the conditions under which
an expiration date must be listed on labels,
it does not specify how expiration dates
mustbe expressed. Inthe absence of stan-
dard regulations, inconsistent expressions
of expiration dates has led to confusion and
misinterpretation of the date beyond which
manufacturers cannot guarantee full
potency and safety of the drug.

Wi just received a report of an unusual ex-
piration date that is difficult to interpret on
Hospira’s PACLitaxel injection. On the outer
carton “200131" is stamped, which is in-
tended to convey an expiration date of Jan-
uary 31, 2020. However, nurses and phar-
macists might easily be confused by these
numbers. If all four digits were used for the
year, with dashes in batween the numbers,
the date would be clear (2020-01-31).

Ancther confusing example can be seen
on Teva products, which display the month
the product will expire as a 2-letter abbre-
viation. In Figure 1, does "EXP. MA-2019"
indicate that the product expires in March
or May? If "JU" is used, does it stand for
June or July? If the month is abbreviated at
all, at least 3 letters should be used.

We also re- Rt 2 ;
ceived a report | ] 5
about the format - e
used to express i m"‘"""" |

umw
lot numbers and Bpy

expiration dates Mty - 200 o
by Avella, a US i P

Food and Drug Figure 1. Is the product’s
Administration  gxpiration date the end of
(FDA)-registerad  March or May 20197

continuad on page 2—SAFETY brieks >




Investigational product related issues- ISMP-2018
* License plate type product ID ﬁ

* Changing product names not reflected on labels/protocols

* Unlabeled products

* Bulky “naked” boxes

¢ Missing, confusing or unnoticeable drug nNames Some injectable investigational drugs that are light sensitive are

packaged individually in bulky unlabeled white boxes that must
be labeled by the clinical site prior to storage.

* Missing or hard to find strength

* Missing formulation
This investigational drug is

identified by the protocol
number only, although it
has been assigned a

* International labels; multilanguage text
* Small font size; no differentiation of text

* Unsafe abbreviations and dose expressions " generic name (tipifarnib).
| Also, the strength of the
* Missing lot #’s and expiration dates |ty 2018.12.1 product (100 mg) can only
e N . . . ! i be found below the peel-
o unit dose packaging for oral studies S5 offlabel, although the

~  drugisavailablein

N 4 multiple strengths.
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Overview

e Labeling Concern Examples
* Labeling overview and awareness timeline
* Pharmacy Practice Recommendations
e Hematology Oncology Pharmacy Association (HOPA)
* Investigational Best Practice Standards
* Institute for Safe Medication Practices (ISMP)
* Two part article
* Association of Dedicated Cancer Centers (ADCC)
* Investigational Sub-group Recommendations
*  American System Health System Pharmacy

* Summary
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Labeling Concerns

DISCLAIMER: All images and drug names are for illustration purposes only.
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Labeling Requirement Overview

Table 1. Representative Region-Specific Labeling Requirements.?

us Japan Canada EU + Annex 13 India EU Annex VI

Minimum labeling criteria 2° 12 25 I° 2° 12 2° I° 28 §° 25 19

R

o
o

Contact name

Contact address

Contact telephone

Name: shipper, importer, manufacturer

Address: shipper, importer, manufacturer

Drug name R R R R
Strength / potency / dosage

Dosage form

Route of administration

Quantity of dosage units

Batch/lot R R R R R R
Trial reference code R R
Subject number

Investigator name / number

Directions for use

“Clinical trial use” phrase R R R R R R
Storage conditions R R R
Expiry date / period of use R R
“Keep out of reach of children”

Handling / special precautions R R R R
Manufacture date

Country-specific language R R R R R R

o X0 0
o 0 x

o XXX XIOIP XD RD
P XPXXDOIPPO DI DO DD
P XWX P DI D DD
o X XPXOXI PO R

QX0 XWX/ D VWD DD D D00
QXXX D VWD XDD D D00

0PI IO
o XX EXIO IO

Abbreviations: R, required; 1°, label on the primary or immediate packaging 2°, label on secondary or outer packaging.
*This table is provided for informational purposes and is not intended to provide legal advice. Each company is responsible for determining compliance with specific
laws, regulations, and guidances.

Smith-Gick, J., N. Barnes, R. Barone, et al., “The Near-Term Viability and Benefits of eLabels for Patients, Clinical Sites, and Sponsors,” Therapeutic Innovation and Regulatory
Science, vol. 52(5), pp. 537-545, 2018. Presented at the Potential Medication Error Risks With Investigational Drug Container Labels Public
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Labeling Issues Awareness Timeline

2014 Fall: Hematology Oncology Pharmacy Association (HOPA):
* Investigational Drug Service (IDS) Best Practice Standards

2017 November: Alliance of Dedicated Cancer Center IDS: Standard Operating Procedure
Document (Unpublished internal guidance at member centers)

2018 April: American Society of Health System Pharmacists (ASHP) Guidelines for the
Management of Investigational Drug Products

2018 April/May: Institute for Safe Medication Practices (ISMP) Newsletters Parts 1 and |l

2021: National Comprehensive Cancer Network: Investigational Drug Service Working
Group (2019 - Present)

* Investigational Drug Services Standards recommendations (Draft- in publication
submission process)

Presented at the Potential Medication Error Risks With Investigational Drug Container Labels Public
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HOPA IDS Best Practice Standards Labeling
Recommendations

e Best Practice Standard Recommendation:

» Establish investigational medication labeling policies
 Recommendation: Clinical research sites in the Unites States should follow all
applicable state and federal guidelines for medication compounding, dispensing,
and labeling, including United States Pharmacopeia (USP) 797 and the Joint
Commission standards.
* The IDS Should Establish Dispensing and Labeling Requirements for Oral
Investigational Medications
* Local Pharmacy State Board requirements for labeling prior to dispense

» Best Practice Standards did not specify labeling example

Amin SR, et al. HOPA investigational drug service best practice standards [Internet]. Available from: https://www.hoparx.org/images/hopa/resource-library/professional-

tools/HOPA16_IDS_Guidelines.pdf.
Presented at the Potential Medication Error Risks With Investigational Drug Container Labels Public
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Alliance of Dedicated Cancer Center (ADCC)
Investigational Drug Services (IDS) Subgroup

* To establish best practice standards and procedures for IDS that adhere to Code
of Federal Regulations (CFR) and drug accountability requirements.

* The document drafted by the subcommittee was intended to provide guidance
and standardization pertaining to the pharmacy’s role and participation in Clinical
Research Protocols.

* City of Hope Comprehensive Cancer Center * Memorial Sloan Kettering Cancer Center

* Dana Farber Cancer Institute * Moffitt Cancer Center and Research Institute
* Fox Chase Cancer Center * Roswell Park Cancer Institute

* The James: Ohio State University Comprehensive » Seattle Cancer Care Alliance

Cancer Center * USC Norris Comprehensive Cancer Center

e MD Anderson Cancer Center
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ADCC Investigational Pharmacy Subgroup
Recommendation

* |Investigational Pharmacy Subgroup formed to address practice gaps identified:

* Investigational Drug Minimum Labeling criteria established for acceptance of
products * Mandatory

* *Complete Name of Product (eg, nab-paclitaxel, or salt form when more than one exists)

*Dosage/Concentration

* *Formulation

e *Quantity

* *Lot/Batch Number

* *Storage Conditions

 Name and Address of Manufacturer
e Expiration Date (if available)

* CFR Statement. Caution; new drug — limited by US or Federal law to investigation use

*Internal ADCC Pharmacy Recommendation Document. Unpublished

Presented at the Potential Medication Error Risks With Investigational Drug Container Labels Public
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Institute for Safe Medication Practices (ISMP)
Labeling Recommendations

* Drug labeling issue escalated to ISMP by ADCC participants
e Result: Two part article

e Publication Part 1
* Product Related Issues and Challenges

e Publication Part 2
« Recommendations and mitigation strategies for clinical sites and manufacturers

Institute for Safe Medication Practices. Available from: www.ismp.org/resources/investigational-drugs-product-related-issues-pose-significant-challenges-part-i
Institute for Safe Medication Practices. Available from: www.ismp.org/resources/investigational-drugs-strategies-sponsors-fda-and-clinical-sites-prevent-product-related
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ASHP Recommendation

* Investigational Drug Product Receipt: Sponsor Label Recommendations

Investigational drug product name

Investigational drug product strength or concentration unless this aspect of the trial is
blinded

Investigational drug product quantity (e.g., number of tablets, volume)
Investigational drug product lot number and/or container or kit number
Expiration or retest date (period of use) of the investigational drug product
Sponsor or manufacturer name and address

Clinical research protocol number

Oral medication intended to be dispensed to a participant for self-administration at home

* Must comply with the Federal Poison Prevention Packaging Act and be packaged in a child-
resistant container

Kay SC, et al. ASHP guidelines for the management of investigational drug products. Am J Health Syst Pharm. 2018;75:561-73
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Meeting



Summary

Lack of standardized immediate drug container labeling and nude vials/bottles pose
risk to patient safety and drug handling

Labeling varies amongst sponsor held IND trials versus Investigator Initiated trials

Recommendations issued from various Pharmacy stakeholder groups for
standardization

Mitigation strategies implemented at clinical sites:

* Minimum standards for drug acceptance at their institutions as a policy/procedure

 Site work arounds to mitigate risks of inadequate labeling

* Lack of uniform approaches for sites
e Third party labeling vendors

Need Pharmacy, Sponsor, and Regulatory collaboration for standardization guidance
and heightened awareness of issue

Presented at the Potential Medication Error Risks With Investigational Drug Container Labels Public
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Investigational
Container Label
Examples

Richard Needleman, RPh
Investigational Drug Services Pharmacist

Fox Chase Cancer Center
Philadelphia PA
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Labeling: what are the issues?

1. Label missing key information such as
drug name, strength, dosage form, lot

number.
2. Font size too small

3. Inconsistencies between the product label
and the trail source documents (protocol,
pharmacy manual, Investigator Brochure)

4. Multinational labels containing languages
other than English

Presented at the Potential Medication Error Risks With Investigational Drug Container Labels Public
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Drug names: what are the issues?

1. Drug name lacks differentiation
from other drug/study info
(protocol number very similar)

2. Drug name is nearly identical to
L= another study drug (e.g.,
. BMS-123456 and BMS-123458)

2| Yseaccording "

3. Drug name changed or did it?
(PT2977 = MK-6482 = Belzutifan)

Presented at the Potential Medication Error Risks With Investigational Drug Container Labels Public
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Drug names: what are the issues?

1. Use of a Key or Legend
Label Format

2. Commercial vs.
Investigational label
issues.

Presented at the Potential Medication Error Risks With Investigational Drug Container Labels Public
Meeting
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Key or legend format label

e What does each roman

numeral represent?

 What is the drug name,
dosage form, lot number,

expiration date?

Presented at the Potential Medication Error Risks With Investigational Drug Container Labels Public
Meeting
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Drug Nomenclature

 “LICENSE PLATE” vs. GENERIC DRUG NAME
* Ribociclib received FDA approval March 13, 2017.
e Current bottle label format SHIPPED to site April 13, 2021
* What s the lot number?
* Expiration/Retest date?

Presented at the Potential Medication Error Risks With Investigational Drug Container Labels Public
Meeting
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Label example (2 strengths?)

Which strength is
in the container?

Presented at the Potential Medication Error Risks With Investigational Drug Container Labels Public
Meeting
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Labels Missing Critical Information

Missing Product Name/Identifier,
Strength, and Dosage Form

Missing Net Quantity

Presented at the Potential Medication Error Risks With Investigational Drug Container Labels Public
Meeting
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Critical Information Absence

* Drug Concentration
* Lot

 Drug Volume

 Unapproved
Abbreviation

Presented at the Potential Medication Error Risks With Investigational Drug Container Labels Public
Meeting
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Naked vial

Presented at the Potential Medication Error Risks With Investigational Drug Container Labels Public
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Label example (missing strength)

 “We just received drug in
for a new study — no
strength on the label

* The strength is lot# specific
and we need to check a list
of lot#s for the strength”

Presented at the Potential Medication Error Risks With Investigational Drug Container Labels Public
Meeting
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Multinational Labels
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Multilabel Vial

e Small font

 Too Much Information-
Difficult to See Drug Name

Presented at the Potential Medication Error Risks With Investigational Drug Container Labels Public
Meeting
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Names

| X-Danmark/Dansk ......-
States of America/Eng
5 / Nederlands

Use of Legends and Keys Instead of Field

I6F-MC-JJCD ) C€587597

() 08 2018

W) 3649649
Iv) 9855781
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Multinational Labels
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Outer Box Label

Protocol OR
Drug Name

Drug Strength
Missing

Storage Conditions
Missing

Presented at the Potential Medication Error Risks With Investigational Drug Container Labels Public
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Naked Box
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Commercial vs. investigational product
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Standardization Recommendation For Oral Label

Oral Investigational Agent Label Example

Font size:

Technology Requirement:

8 is minimum, larger is preferred
,1ar8 P e Barcode

Agent Name in larger bold font is preferred +  Fast Track future technology

Minimum Required Information:

Drug Name (with salt form when more than one Optional Information:

exists) * Clinical Trial Title

Strength * Expiration/Retest Date (if available)
Formulation (tablet, capsule, lozenge, etc) « Med Number (required for blinded studies)
Quantity per container * Investigator

Lot or Batch Number e Patient Number

Storage Requirements « Keep out of reach of children

CFR Statement: Caution: new drug — limited by US
or Federal law to investigational use

Sponsor/Manufacturer information (Name and
address)

Presented at the Potential Medication Error Risks With Investigational Drug Container Labels Public
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Standardization Recommendation For Vial Label

Injectable Investigational Agent Label Example

Font size:
« 8is minimum, larger is preferred Technology Requirement:
e Agent Name in larger bold font is preferred * Barcode

Minimum Required Information:

Drug Name (with salt form when more than one exists)
Strength and Concentration

Formulation (lyophilized powder, solution, suspension,
etc)

Quantity per container
Lot or Batch Number

Storage Requirements (additional information may be
required)

CFR Statement: Caution: new drug — limited by US or
Federal law to investigational use

Sponsor/Manufacturer information (Name and address)

Fast Track future technology

Optional Information:

Clinical Trial Title

Expiration/Retest Date (if available)

Med Number (required for blinded studies)
Investigator
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Jamie N. Brown, PharmD, FCCP, BCPS, BCACP

Investigational Drug Service Program Manager
Durham VA Health Care System

Han Feng, PharmD, BCPS

Supervisory Pharmacist, Medication Safety
National Institutes of Health



Literature Review — Cruz and Brown (2015)

* National survey of research pharmacists within the VA Healthcare System

* Assessed the perceived safety risks of investigational drugs
* 81% indicated concern with medication safety risk

* 42% stated that sponsors were not receptive to reports of safety concerns by
pharmacists

* Top characteristics of packaging and labeling with identified safety
concerns:
* Lack of differentiation: 42.8%
* No expiration date: 38.9%
* Font size/color: 33.3%
* Lack of barcodes: 33.3%

Cruz JL, Brown JN. Safety risks with investigational drugs: Pharmacy practices and perceptions in the Veterans Affairs health system. Ther Adv Drug Saf. 2015;6:103-9.
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Literature Review — Dollinger et al. (2016)

* Assessed the impact of investigational drug labels on the risk of medication
error
e Utilized a simulation-based learning program

* Enrolled pharmacists (n=15) and pharmacy technicians (n=32), residents (n=9), and
students (n=7)

e Results

e 12.5% (157/1260) error rate using the simulation-based tool
e 17.1% error rate for high-risk labels
» 7.8% error rate for low-risk labels

* Most common errors were related to dose, trial name, and confusion risk

* Error rate was not significantly affected by occupational category or experience in
clinical trials

* Indicates training and experience do not compensate for error risks with labels
e High-risk labels resulted in significantly longer response times

Dollinger C, et al. SIMulation of Medication Error induced by Clinical Trial drug labeling: the SIMME-CT study. Int J Qual Health Care. 2016;28:311-5..

Presented at the Potential Medication Error Risks With Investigational Drug Container Labels Public
Meeting



Literature Review — Duhamel et al. (2019)

* Evaluated variability of investigational drug labels

« 27 protocols (58 labels) were included
e Utilized an 87-item checklist to assess content, format, and readability

* Results
* Median of 14 (range: 1-69) pages of labels on bottles/packaging
* Median of 10 languages (range: 2-50)

* High discrepancy between labeling information contained in outer packaging
compared to individual bottles/vials

* Approximately half of the labels had kit numbers determined to be difficult to find by
a panel of pharmacists
* Expiration dates, when present, were supplied using different formats
* DDMMMYYYY
« MM/DD/YYYY

Duhamel A, et al. Investigational drug labeling variability. Clin Trials. 2019;16:204-213.
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Phases of Clinical Research

|
= 0 D 6
|

IFDA Drug Approval
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Post-Marketing Surveillance & Safety

Food and Drug Administration /\
=MEDWATCH

N———"

MP

Institute for Safe Medication Practices
An ECRI Affiliate
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Safety Through Shared Learning

Food and Drug Administration /\
=MEDWATCH

N———"

FDA Safety
Communications

ASMP

Institute for Safe Medication Practices
An ECRI Affiliate

ﬁ

ISMP Medication
Safety Alert!
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Reporting with Investigational Agents

Sponsor, Pl I
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Multiple Phases, Multiple Sponsors

Phase 2

| |

Sponsor A Sponsor B Sponsor C)
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Improvement and Safety Information Siloed

.

e Sponsor A
communicates
with study
site; resolves
issues

e Pl informed

)

-

e Sponsor B e Sponsor C
communicates communicates
with study with study

site; resolves
issues

e Pl informed

J

N

site; resolves
issues

e P| informed

- RN = I

/
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e Sponsor A
communicates
with study
site; resolves
issues

—

Knowledge Sharing to Prevent Errors

=» =l -

e Sponsor B e Sponsor C
communicates communicates
with study with study

site; resolves
issues

—

site; resolves
issues
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e Sponsor A
communicates
with study
site; resolves
issues

X

site; resolves
issues

Errors May Resurface Through Phases

= NN = G

e Sponsor B e Sponsor C
communicates communicates
with study with study

X

site; resolves
issues
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Knowledge Sharing to Prevent Errors

J

N\

e Sponsor A e Sponsor B
communicates communicates
with study ‘ with study
site; resolves site; resolves
issues issues

S » CCHE -

J

\

—)

-

e Sponsor C
communicates
with study
site; resolves
issues

J

L Other Investigators & Study Sites <J
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Panel

vl

1 - Key Points

nvestigational drug labeling needs to be consistent across

sponsors, protocols, and formulations

vl

nconsistencies contribute to unsafe conditions and

potential errors that could compromise research integrity or
cause patient harm

vl
C
S

‘/-
d

ndividual sites collaborate with sponsors to address safety
nallenges, but information & lessons learned may not be
nared across phases or with other study sites

"here is a need to report medication errors in a way that
ssures learning by all concerned
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