FEATURE SUPPLY CHAIN MANAGEMENT

IDENTIFYING GLOBAL
THEMES IN GLINIGAL
o[UDY PARTIGIPANTS'

Experience with Investigational
Medicinal Products

Esther Sadler-Williams, Kristen DeVit, Chie Igushi, Lynn Wang,
Samantha Carmichael, Nova Getz, and Ken Getz

This article examines patient preferences in one
facet of clinical research: the experience related
to the use of investigational medicinal products
(IMPs). As patients have become more involved
and informed in their healthcare choices, the
“voice of the patient” has been increasingly
incorporated into the drug development
process. Given that the success of a clinical
study relies on the recruitment, retention, and
compliance of participants, all stakeholders—
sponsors, investigator sites, and clinical study
supply providers—need to understand patients’
mindsets and participation experiences
throughout a study. Patient-centric knowledge
can help improve the investigational process,
support adherence, and ultimately create a
comprehensive ecosystem for engaging patients
who participate in clinical research.

sing data collected from North America, Europe, China, and

Japan, this article provides a consolidated analysis, high-

lighting regional differences and similarities to help clinical

trial stakeholders make more informed decisions in the
design and implementation of IMPs in global studies.

THE STUDY’S GROWING HISTORY

Seminalresearch on patient perceptions of IMPs was first conducted
in 2012 by the Patient Survey Project Team at the ISPE's Investiga-
tional Products Community of Practice (IP CoP). With survey results
from 1,425 clinical trial participants (predominately in North Amer-
ica), the team analyzed respondents’ opinions about their experi-
ences with IMPs and published suggestions for improvement [1].

Although these findings were intended to help improve the
patient experience and better align medicine kit design with the
needs of the patients, the study’s collaborators wanted to expand
the survey to a globally diverse population. With an adapted sur-
vey run in 2015, they targeted a larger geographical scope. The
team first expanded to Europe and China, publishing those consol-
idated results in 2016 [2]. Around the time of that publication, a
team in Japan started gathering data from current and past clini-
cal trial participants. The research teams have now received and
analyzed data from 1,473 participants in Japan to create new aver-
ages with previously collected data in 2017.

Given that clinical supply practices have not drastically
changed since the original survey was completed in 2013 in North
America, the study collaborators’ combined data can be compared
and used as abenchmark across the four regions.

OBJECTIVES

With data collected from Japan and compared to data from
North America, China, and Europe, the survey sponsors wanted
to identify global themes and regional differences as they
related to the use of IMPs. Other goals of the survey and its
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Table A: Patient Demographics

North America China Europe Japan
(2013) (2014/2015) (2014/2015) (2017)

Participating in a clinical trial Currently 31% Currently
<6 months ago 23% <6 months ago
> 6 months ago 46% > 6 months ago
Female 60% Female
Male 40% Male

Top three therapeutic areas Diabetes 12% Diabetes
Respiratory 9% Heart disease
Pain 9% Cancer

*(Hypertension, cardiac angina)

resulting publications included:

= Increasing the industry’s understanding of the patient expe-
rience with IMPs

= Determiningifthere are any noticeable differences in patient
experiences

= Providingstakeholderswithvaluable data setsto supportcorrect
decision-making relating to the use of IMPs

= Fostering collaboration between global regulatory agencies,
facilitator organizations, and stakeholders involved in the
clinical trial process

METHODOLOGY

Ineachregion, the survey reused many of the same questions from
the original North America study. However, some questions were
eliminated from the surveys that followed in China, Europe, and
Japan to focus on key themes recognized in the original survey.
Some other questions were slightly reworded to account for
cultural differences in translation. The methodology varied
among geographic locations as described next. The teams relied
onagencies, site management organizations, and patientadvocacy
groups that had access to patients mostly through clinical trials,
pharmacies, and research nurses. Access to appropriate patient
populations was instrumental to the survey’s success, with patient
anonymity being strictly controlled. See Table A for details about
patient demographics.

North America

For North America (N =1,425), 48 questions in an electronic survey
were given to patients that had taken partina clinical trial in their
lifetime and taken their medication home (to ensure a participant
was not from an in-hospital study).

Europe

For Europe (N =109), the study was conducted electronically and in
English only, with 48 questions adapted from the original study in
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68% Currently 40% 2016 45%
16% <6 months ago 1% 2015 23%
16% > 6 months ago 49% Before 2015 32%
43% Female 49% Female 28%
57% Male 51% Male 2%
23% Neurological 23% Heart disease* 40%
16% Cancer 7% Diabetes 18%
16% Heart disease 14% Hyperlipidemia 14%

North America. The small sample size in Europe was attrib-
uted to several factors. First, the survey was delivered only in
English, which may not be the primary language of potential
participants. Second, as a generalization, Europeanstend tobe
a little more reserved and are more reluctant to either openly
praise or criticize than in North American culture. Third, par-
ticipants were excluded if they had not participated in a clini-
cal trial that involved IMPs. In addition, not all patients
responded to every question; thus, the figures show varying N
for the European study population. The results were reanaly-
zed for this publication; therefore, they slightly differ from the
referenced publications.

China

For China (N = 1,935), the survey contained 44 questions modified
from the original study in North America, which were translated
into Chinese. Data were collected via mobile or paper versions,
depending on patients’ preferences. Surveys were conducted in
person at study sites.

Japan

ForJapan (N =1,473), the survey focused on 18 key questions, which
were designed based on the questions from the survey in Europe.
Working with the University of Tokyo, an online survey was sent to
2,688 adult patients (> 20 years old) who enrolled in clinical trials
conducted from 2013 to 2016 in Japan. Those patients were
extracted from the survey panel of INTAGE, Inc. The data collec-
tion period was March 7-9, 2017. The response rate was 54.8%.
The survey designers reduced the number of questions to increase
the chances that the participants completed the entire survey. The
data were collected in an online format.

RESULTS

The following section discusses the results, outlining the range of
criteria used throughout the surveys.
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Table B: Top Three Forms of Medication Received*

- North America (2013) China (2014/2015) Europe (2014/2015) Japan (2017)
29%

Bottle 42% 47% 14%
Blister 30% 37% 3% %
Syringe 15% 14% 20% 12%

*Other medications included topical and inhaled forms.

Figure 1: Overall Ease of Use. Easy = Participants that selected
options “very easy” or “somewhat easy.” Difficult = Participants
that selected options “somewhat difficult” or “very difficult.”

Japan 87% . 8%
China 88% T
Europe 91% '%
North America 90% .5%
0% 20% 40% 60% 80% 100%

Easy M Difficult Don’t remember

Ease of Medication Use

When asked if it was easy to use their medicine kit, the clear major-
ity of participantsinall four studies found their medication “some-
what easy” or “very easy” to use. Each study had a high number of
participantsthatreported their medicine kit was “somewhat easy”
or “very easy” to use: 87% for Japan, 88% for China, 91% for Europe,
and 90% for North America.

Kit Design

Participants were asked a yes/no question: “Did the design/layout
of the medicine kit help you take your clinical trial medicine on
schedule?” Although we noted some significant differences in
regions (Figure 2), overall, 86% of Japan study respondents stated
thatthe medicine kit design helped take medicine on schedule. For
the participants using only bottles (although this was a much
smaller percentage of the overall survey total), 91% said that kit
design supported taking their medicine on schedule. Thus, in
Japan, whether bottle or blister packaging is used, design is a key
component to supporting the patient taking their medication on
schedule.

The participants in China were split evenly: 46% said the kit
design was helpful and 46% said it wasn't. This could be because
the respondents in China heavily value their direct interactions
with site staff for medication scheduling, a statement that can be
supported by alater questioninthe surveyaboutremindersto take
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clinical medication. In that question, 77% said that it was helpful
or very helpful to receive “instructions from my physician/nurse/
pharmacist every time I visit the hospital or medical center” as re-
minders for taking a medicine on schedule.

For survey participants in Europe, 43% said kit design was im-
portant to taking clinical trial medication on schedule, but the
same percentage ( 43%) found kit design unimportant. This was
evaluated further by reviewing the top three forms of medication
received: blister packs, bottles, and syringes. Of the cohort using
blister packs, only 31% answered “yes,” 38% answered “no,” and
the remaining 31% answered “couldn’t remember.” Those using
bottles had an equal split (45% each) between “yes” and “no”; for
those using syringes, 23% said “yes” and 30% said “no.”

In North America, the majority of participants (60%) answered
“yes,” 30% answered “no,” and the remaining 10% answered
“couldn’t remember.” When separated by the medicine forms, the
percentages differed. For those using bottles but not blister packs,
51% said “yes,” 37% said “no,” and 11% answered “didn’t remem-
ber.” For respondents using blister packs and not bottles, 75% said
“yes,” 20% said “no,” and 5% answered “didn’t remember.” For
those using syringes and not blister packs or bottles, 48% said
“yes,” 35% said “no,” and 17% answered “couldn’t remember.”

Taking Medicine on Schedule

Tobetter understand any issues with taking medications on sched-
ule, the participants were asked what would help remind them to
taketheir clinical trial medication. They were asked to rate several
options on a scale from 1 to 4, where 1 indicated “not at all useful”
and 4 indicated “very useful.” In other translations of the survey
response options, “useful” was replaced with “helpful.”

In China, the participants preferred instructions from their
clinician at every visit and only indicated a slight preference in
helpfulness in the other categories (Figure 3a). In Japan, most par-
ticipants found all methods useful but cited individually organ-
ized daily or weekly dosing units in the kit as the most helpful
(Figure 3b), which could be attributed to the high use of blister
packs. The participants from Europe indicated a strong preference
for dosing instructions on the label (Figure 3c), similar to results
from participants in North America (Figure 3d).

Evaluating the results on a global scale, “dosing instructions
on the label” (73%) and “verbal instructions from my physician/
nurse/pharmacist” (69%) were cited as the two most useful



Figure 2: Kit Design Supported Taking Medicine on Schedule
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Figure 3a: Usefulness of Instructions in China
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Figure 3b: Usefulness of Instructions in Japan
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Figure 3c: Usefulness of Instructions in Europe
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Figure 3d: Usefulness of Instructions in North America. Useful

= “Very useful (4)” and “Useful (3).” Not useful = “Not so useful
(2) and “Not at all useful (1).” (The figures in the parentheses are
the respective rating scales.) Note: 1%—3% of the North American
participants did not answer parts of the question, so the totals
do not equal 100%.

Verbal instructions 69% _
Dosing instructions on the label 83% -
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mechanisms to help participants take their clinical trial medica-
tion. Using an organized medicine kit, such as trial medication
organized in individual daily or weekly dosing units, was also cit-
ed asimportant or very important by 66% of global respondents.

Most Helpful Form of Instruction

Survey participants were asked to think about how they “learned
to use, take, and store the clinical trial medicine,” and rate the
helpfulness of various methods. Combined results from Europe,
North America, and China show a slight preference (84%) for
“someone showing/telling you” how to take clinical trial medica-
tion as compared with “an opportunity to ask questions” (82%).
Slightly less preferred methods were to receive an “explanation of
the label” (68%) and “receive extra documentation” (64%) (Figure
4). These data confirm the ongoing need for person-to-person
explanations, which can be supplemented by printed material.

Packaging Preferences

Respondents in Japan and Europe preferred to receive their medi-
cations in blister packs, whereas respondents in North America
preferred bottles. Respondents in China had a relatively equal dis-
tribution between the different kinds of packaging.

The packaging preferences tended to align with the packaging
use reported in the clinical trial in which the respondent partici-
pated (Figure 5). For example, 71% of survey respondents from Ja-
pan were using blister packs and 14% were using bottles in their
clinical trial. Of the group that was only using blister packs in their
clinical trial (n = 878), 71% preferred blister packs, 22% had no pref-
erence, and only 7% preferred bottles. For the respondents only
using bottles (n = 134), 66% preferred bottles, 17% preferred blister
packs, and 17% had no preference.

Of the survey respondents in Europe who used blister packs
(37%), 70% preferred blister packs in their clinical trial and 23%
specified no preference. Only 3% of blister pack users in Europe
preferred bottles. In the North American survey, of the 482 re-
spondents who only used bottles, 59% preferred bottles, 8%
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Figure 4: How Helpful Were the Following to Help You Learn How to Use Your Clinical Trial (CT) Medicine? Averaged percentages from
Europe, North America, and China mentioning “very helpful” and “somewhat helpful.” This question was not asked in Japan.

Someone telling/showing you how

An opportunity to ask questions on how to
use/take/store the CT medicine

Explanation of the label on the CT medicine

Receiving extra documentation not attached to the

CT medicine
0%
Figure 5: Medication Form Preference
Japan 63% - 21%
Europe 52% _. 25%
0% 20% 40% 60% 80% 100%
Blister packs M Bottles m Other No Preference

preferred blister packs, and 33% had no preference. However, of
the 339 respondents who only used blister packs, 38% preferred
bottles, 34% preferred blister packs, and 27% had no preference.
For respondents who used both bottles and blister packs in their
clinical studies, 48% preferred bottles, 25% preferred blister packs,
and 28% had no preference.

Inarelated question asked only in North America, Europe, and
China, participants were asked if they kept their medicine in its
original container. This has been a concern in the industry be-
cause patients may remove their medication from the clinical trial
kit provided, thus risking incorrect dosing. However, participants
in these three regional studies reported similarly encouraging re-
sponses: 86% of participants in Europe, 84% of participants in
China, and 86% of participants in North America kept their medi-
cinesin the original container.

Most Important Characteristics of an IMP

Survey participants were asked, “How important is each of the
following medicine kit characteristics to you when thinking about
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10% 20%

68%

30% 40% 50% 60% 70% 80% 90%

its effect on your overall experience in your clinical trial?” and
“Canyouindicate the importance of each characteristic on a scale
of 1 (not at all important) to 4 (very important).” In North America
and Europe, participants overwhelmingly rated “ease of use” and
“clear instructions” as the most important characteristics of their
IMP kits (Figure 6a). In China, participants did not indicate a
strong preference for IMP characteristics as compared to North
America and Europe.

In Japan (Figure 6b), this question was translated to be better
understood by the participants as “Would you like to request that
sponsor companies improve the following areas?” The partici-
pants selected their desired level from 4 (“very much”) to 1 (“not at
all—meets expectations”).

Reuse and Return Behaviors

Participants were asked if they returned their used and unused
clinical trial medicine to their medical center. The results across
Europe, China, and Japan were consistent with the results in the
original North America study, which found that an unacceptable
percentage of participants did not return unused medication to
theclinical sites. Thisisaresultthattheindustry needs to mitigate
against globally (Figure 7).

The high percentage of “returned on request” results for the
China study may reflect the participants’ interpretation of the
question and represent those participants that returned supplies
astheywere “requested” to do so by the clinical site. These findings
may also highlight that in-person communication is important
and that patients may require explicit requests from their clinical
site to return unused medication.

In Japan, participants could also indicate additional choices
like “can't remember” and “none were remaining” when describ-
ing their return behaviors. In China and Europe, participants
could select “returned on request.”

Supplementing this question, the survey team in Japan also
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Figure 6a: Medicine Kit Characteristics Ranked as “Very Important.” This figure shows percentages for participants answering
“4 (very important).” Survey participants in China were not asked about “information included on label” as a characteristic but
were asked about “clear instructions.”

Ease of use

Size and weight

Ease of storage and transport

Single doses of CT medication in kit

Clear instructions

Information included on the label

0% 10% 20% 30% 40% 50% 60% 70%  80%

B China mEurope = North America

Figure 6b: Participants in Japan Requesting Sponsors to Improve the Following Areas. This figure shows the percentage of
participants that selected “4 (very much)” in Japan for the characteristics listed.

Ease of use IS
Size and weight 3%
Ease of storage and transport [0 5%
Single doses of CT medication in kit S 1%
Clearinstructions [0 0 21%
Information included on label 0 A5%

0% 5% 10% 15% 20% 25%
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Figure 7: Return of Trial Medications
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asked the group of participants who answered, “not returned occa-
sionally” or “never returned” (9% of total surveyed population),
why they kept unused clinical trial medicine. In this 9% of the to-
tal survey population, 34% of these participants said that the sites
“never asked for a return,” 32% said they had no visit scheduled to
return the medication, 22% forgot to return it, and 12% said they
wanted to keep unused medication for future use if they received
the same diagnosis.

Pictograms and Booklets
The researchers wanted to understand if the booklet labels and pic-
tograms serve as an effective way to communicate medical informa-
tion to patients. These studies were also intended to help evaluate
bookletlabels, an area of intense focus in clinical trial design.

In Europe, 75% of survey participants reported that they had
not seen pictograms on their kit but 41% found that text and picto-

grams together were helpful. Regardless of whether they had seen
pictograms on their medication, nearly all the participants from
Europe were able to identify four common pictograms correctly.

In China, 82% of respondents found the pictograms at least
“somewhat helpful.” These data correspond to the original 2013
survey in North America, in which most survey participants found
the same pictograms “helpful.” In Japan, survey participants were
given slightly different questions. They were asked if they opened
and read the booklet label. Also, 65% said they had opened and
read the label of each container at least once, whereas 21% had
done so on some, but not all, containers. In this survey, 7.1% said
they never opened or read the booklet label and 6.5% reported
reading the bookletlabel every time.

In comparison to pictograms, the booklet label seemed to have
limited use to participants. Half of the survey participants in Eu-
rope said they had never opened orread the bookletlabel. In China,
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Figure 8: Images ldentified by Survey Participants: 1. Store
between 2°C and 8°C; 2. Do not freeze; 3. Protect from moisture;
4. Protect from light.

55% said they relied on instructions from the booklet label; however,
17% said they never opened their booklet labels. Although these
data showed a geographic difference, the results indicate that pa-
tients frequently prefer and rely on verbal information from the
clinical site rather than booklet labels.

Survey participants who did read their booklet labels found it
easy to find their language and read the information; most partic-
ipants in the Europe survey found that the text size was large
enough to read. In Japan, survey respondents were asked about
how easyitwasto find their language of choice in the booklet label.
Further, 83% reported that it was “very easy” or “somewhat easy”
and 11% reported it was “somewhat difficult “or “very difficult,”
whereas 6% reported “could not remember.”

Home Delivery

Patients often have to travel long distances to participate in studies.
To improve patient recruitment and retention, some sponsors are
considering ways in the future to send IMPs directly to patients’
homes to help ease participant burden. The survey team wanted to
gauge patients’ future preferences for this. Participants were asked,
“If it was possible to have repeat prescriptions or refills of your clini-
cal trial medicine delivered to your home, how helpful would you
find this?” More than 75% of respondents in North America, Europe,
and China reported that having IMPs delivered directly to their
homes would be helpful; in Japan, it was 85% (Figure 9).

Medicine Kit Size

From the outset of this work, size, storage, and ease of transporta-
tion of IMP kits were expected to be of concern to patients. Survey
participants in North America, Europe, and China were asked
about their thoughts on the size of the medicine kit as it concerned
transportation andits ease of storage athome. Most of the respond-
ents in these three regions (>80%) said their IMP kit was “very
easy” or “somewhat easy” to store. Similarly, more than 70% of
global participants said their medicine kit was easy to transport
based on its size. Although the same question was not directly
explored in Japan, as shown in Figure 6b, only 13% of participants
in Japan expected improvement on size and weight for their medi-
cation kits. Thus, from the survey results, it was therefore surpris-
ing, but reassuring, that there appeared to be general satisfaction
observedin these regions regarding kit size and weight for storage
and transportation purposes.
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Information Delivery Preferences

To gauge patients’ preferences for the way they would like to
receive additional information, participants were asked, “In addi-
tion to receiving information from your healthcare worker, tell us
how useful would it be to receive information in the following
ways?” They could rate the usefulness of various communication
methodsina clinical trial.

Participants in most regions indicated a strong preference for
email, followed by text messages (Table C). It is interesting to note,
however, that email was the most preferred method in Europe,
North America, and Japan, butleast preferred in China, potentially
because email is not significantly used as a daily or instant elec-
tronic communication tool in China.

To gauge interest levels of using other communication
methods as reminders, participants in China were asked, “How
interested would you be in receiving an electronic device along
with your clinical trial medicine to remind you to take your
medicine and document that you have taken your medicine?”
and 66% of the participants said they would be “veryinterested”
or “somewhat interested” in an electronic device as a reminder
system.

In Europe, participants were asked a related question on com-
munication: “How interested would you be in receiving electronic
or telephone reminders each time you need to take your clinical
trial medicine?” and 44% said they would be “very interested” or
“somewhat interested” in such reminders.

DISCUSSION AND KEY FINDINGS

Retention and compliance of clinical trial participants is cru-
cial to drug development research, but IMP professionals, as
well as study sponsors and suppliers, do not interact directly
with participants and may be unaware of the patient experience
as it relates to using trial medications. This series of four
regional studies aimed to compare specific clinical trial prefer-
ences, help inform industry about these patient preferences,
and ultimately develop global guidelines for patient-centric
design of IMPs and create best practices for communicating
their proper use.

Ease of Use

One of the most important characteristics of a medicine kit cited
by participants was ease of use. The original study in North Amer-
ica suggested a high level of satisfaction with the ease of use of
IMPs, which was also reflected in the expanded surveys in Europe,
China, and Japan. These results could suggest that our industry is
adequately meeting the needs of patients. However, given that
ease of use was reported as a highly valued quality of a medicine
kit, sponsors and suppliers must continue to ensure their IMPs
support patient compliance efforts by meeting end users’ needs.
Clearinstructionswere also cited asanimportant characteristicin
an IMP, emphasizing the essential role of in-person communica-
tion with clinical research staff to verbally explain the use of the
medication.
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Figure 9: Perceived Helpfulness of Delivered Medications

Japan 85%
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Table C: Preferences for Communication Methods
After Face-to-Face

Top 2 Delivery Methods Preferred

Japan 1. Email
’ 2. Postal mail

i 1. Text
e 2. Postal mail

Europe 1. Email

’ 2. Text

North America 1. Email

2. Text

The Role of Kit Design

The kit design playsarole in supporting taking medicine on sched-
ule, but there are strong regional differences. Depending on the
type of packaging, such as blister packs, bottles, and syringes, the
design may also play arole to support taking medication on sched-
ule. Other methods, like organizing medicine kits in daily or
weekly dosing units or color-coding, might help supplement
healthcare workers’ efforts to ensure adherence to medication
schedules. With the exception of the results from respondents in
Japan, where there was a high percentage of blister pack users, all
other regions indicated that kit design did not strongly support
taking medicines on schedule, citing this as an area for potential
improvement to strengthen compliance.

Primary Communication Methods

Maintaining compliance with the study protocol relies on strong
communication with participants. Dosing instructions on the
label and verbalinstructions provided at the site or with a pharma-
cistare still considered very useful to global study participants.

Written Communication

Booklet design is an important issue for regulators, who are con-
cerned that patients do not read booklet labels; a concern
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expressed by some is that medicine kits are often returned with
unopened booklets. Although a majority of respondents in Japan
reported reading the booklets, nearly half of the respondents in
China and Europe said they never opened or read the booklet
label. A potential explanation for this result could be that some
clinical sites are obliged, for a variety of reasons, to add their own
study label to IMPs; this could be the label that patients read and
remember. Clinical trial stakeholders should keep these findings
in mind and not rely on patients to read the booklet, but rather
ensure that comprehensive verbal communication is employed
at the time of a study visit.

Pictorial Communication

Pictograms serve as another vehicle for communication, espe-
cially regarding storage information. In these studies, nearly all
participants from Europe were able to identify four common
storage-related pictograms correctly. A majority of participants
from China found the pictograms at least somewhat helpful. These
data correspond to the original 2013 survey in North America, in
which most survey participants found the same pictograms helpful.

Electronic Communication

In terms of strengthening ongoing communication with clinical
trial participants, email and text message were listed as preferred
methods after face-to-face communication in the clinic. Although
data on reminder preferences were not collected in Japan or North
America, the participants in China and Europe indicated some
level of interest for electronic or telephone reminders to take their
medication. Because adoption of mobile technologies has grown
over the past few years, the preference for electronic reminders
may change and should be further explored among clinical study
participants.

Returning Unused Medications

It is assumed that all clinical site staff communicate the need for
the timely return of all unused medications. The majority of par-
ticipantsacrossall four surveysreporteitherreturningorusingall
the medication. However, a concerning percentage of participants
reported the intent of retaining or using unused and/or unre-
turned medication. Clinical trial stakeholders must determine
how best to recover or account for all unused medications.

Delivery Methods

In considering how to ease the burden on patients in obtaining
medication refills, home delivery was of interest across all four
regions. In North America, this was a particular wish of younger
participants, who may be short on time. In this arm of the survey,
elderly participants placed a strong value on visiting the clinical
siteand having an opportunity to receive medication and informa-
tion directly from the study staff or a pharmacist. Age was not col-
lected in the China or Japan surveys, butit would be avaluable data
point to collect in any future survey to understand whether this
sentiment aligns with North American participants.



CONCLUSION

In ongoing efforts to incorporate patient-centric practices into clini-
calresearch, study sponsors, IMP suppliers, and clinical sites need to
consider how to best support patient retention and compliance
by evaluating the patients’ overall ease of use with the medication
and by facilitating clear, consistent communication regarding
instructions.

Regardless of the medication packaging, the instructional
label, face-to-face explanations about the usage, and return of
medication are essential to support clinical trial participants.
Compliance may also be boosted by incorporating secondary
measures, such as sending reminders through email or text mes-
sages. These methods of communication may not be widely em-
ployed, but would be accepted by study participants if employed in
a secure manner through the clinical site. Finally, participants
find their current medications easy to transport and store, but
would also welcome home delivery of their medications.

Ever-improving, modern-day communications will facilitate a
greater dialogue between patients and IMP professionals. The pro-
duction of patients’ clinical medication supplies can function as a
two-way process by first accessing the needs and preferences of the
trial patient population and then determining the best design and
delivery method. Ensuring that communication continues
throughout the trial to accommodate any learning and modifica-
tions needed to assist the patient will also improve retention and
compliance. Coupled with new advances in clinical supply manu-
facturing methods, the industry can expect shorter lead times to
prepare and deliver medications, enabling more flexibility in the
clinical supply chain.

The implementation of direct-to-patient (DTP) supply models
may also improve patient recruitment and adherence to medica-
tions. Although this more-user-friendly approach offers many
benefits to study participants and clinical research sites, employ-
ing a DTP model also requires a well-coordinated effort between
regulators, legal teams, clinicians, and logistics providers.

Supporting a patient-centric supply chain and balancing cost
considerationsisnotan easy feat. With these global surveyresults,
the ISPE team and its supporting sponsors hope that this article
will create greater awareness about patients’ current usage and
encourage stakeholders to evaluate the specific needs of patients
as they relate to their study. Using this article as a guide, stake-
holders can implement best practices in the design of IMPs and
communication of their use to ensure greater patient safety, in-
crease compliance in their studies, and create more consistent
data in clinical trials. @
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