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Disclaimer 
This document includes observations by Dirk Rodgers of Dirk Rodgers Consulting, LLC.  It does not constitute legal advice.  Dirk 

Rodgers is not qualified to provide legal advice and makes no warranties regarding the accuracy or fitness of the information 

contained in this document for any particular purpose.  This document is provided “As is”.  The reader assumes all liability for the 

use of the information contained in this document.  Readers should only make business decisions based on their own analysis of 

laws and regulations.  

About the Author  
Dirk Rodgers is an independent consultant and founder of RxTrace.com where he writes regularly in an 

exploration of the intersection between the pharmaceutical supply chain, track and trace technology, 

standards and regulatory compliance.  He has written more than 300 essays on these specific topics.  A logical 

thinker, Dirk is skilled at making complex technical topics understandable to non-technical readers and 

listeners.   

An electrical and computer engineer by education, Dirk has worked as a consultant, software architect, automation engineer and 

software developer during a career spanning thirty years.  In 2002, he joined Cardinal Health, one of the big three U.S. drug 

distributors, where he studied many approaches to applying serialization and track and trace technology to solve supply chain 

integrity problems, meet regulatory requirements and simultaneously improve supply chain efficiencies.  In 2003, he represented 

Cardinal Health on Accenture's seminal Jumpstart project, an early pharmaceutical supply chain RFID pilot.   

Dirk has served on HDMA, NCPDP, EPCglobal, GS1 and GS1 US technical and standards work groups related to ePedigree, track 

and trace, RFID and barcodes.  He served as co-chair of the GS1 EPCglobal Drug Pedigree Messaging (DPMS) work group and the 

GS1 Network Centric ePedigree (NCeP) work group, among others.   

Throughout his career, Dirk's thought leadership has helped to expose hidden complexities and reveal surprising consequences 

and implications of drug serialization and pedigree laws, while also proposing novel ideas for addressing them. 

Contact Dirk at Dirk.Rodgers@RxTrace.com.   

View Dirk’s LinkedIn profile.   

Follow Dirk on Twitter.   

Subscribe to RxTrace. 
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promote intelligent analytics and consumer safety.  For more information visit www.frequentz.com. 
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Executive Summary 
In November of 2013, the federal Drug Supply Chain Security Act (DSCSA) was enacted, creating new 

federal track and trace requirements for the pharmaceutical supply chain and preempting all state and 

federal serialization and pedigree laws. The 2015 RxTrace U.S. Pharma Traceability Survey, sponsored by 

Frequentz, is the second annual survey conducted by RxTrace since the passage of the DSCSA.  This year, 

a total of 38 questions were asked to find out what the people who must meet the new DSCSA 

requirements are thinking.  The survey was open to people who work for companies in the U.S. pharma 

supply chain and to solution providers targeting those businesses.    Each respondent was asked questions 

that were pertinent to their type of business, so no individual was exposed to all 38 questions.   

This report provides graphs to show the responses to the 26 questions that contained the most interesting 

and/or significant responses.  The main findings are: 

 Most companies understand the DSCSA and believe they will be able to meet the 2015 

requirements. 

 The vast majority of companies are now working on meeting the 2015 DSCSA requirements and 

many began within a few months after the law was passed. 

 Most manufacturers and repackagers have begun working on adding serialization capabilities to 

their packaging lines, but fully one-third have not. 

 A few manufacturers and repackagers that have not yet begun adding serialization capabilities 

may have an unrealistic idea of the time it takes to develop and deploy those upgrades. 

 Those manufacturers and repackagers that have begun adding serialization capabilities seem to 

be making good progress toward the 2017 deadline. 

 The percentage of drugs in the U.S. supply chain that contain package-level serial numbers 

compliant with the DSCSA will likely rise over the next two years, but that rise may start slow and 

then increase sharply in mid-to-late 2017. 

 The internal-facing serialization management solutions deployed by most drug manufacturers and 

repackagers will be based, at least in part, on GS1’s Electronic Product Code Information Services 

(EPCIS) standard. 

 Most wholesale distributors and/or third-party logistics providers are already receiving drugs for 

distribution that have 2D barcodes on them; and almost all of those organizations plan to begin 

capturing those serial numbers prior to or around November of 2019. 

 Few believe that the DSCSA requires them to collect or pass aggregation data prior to 2023, but 

most respondents plan to collect it before then anyway.  Nearly half said they would ask for or 

demand it from their suppliers. 

 Some dispensers are starting to prepare to meet the DSCSA in July of 2015 and even those who 

have not started believe they will probably be ready to comply on time. 

 Electronic Data Interchange (EDI) Advance Ship Notices (ASNs) will be the primary method of 

passing transaction data initially, but respondents expect a shift toward GS1’s EPCIS sometime 

before 2023. 
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Introduction 
The results of the 2015 RxTrace U.S. Pharma Traceability Survey, sponsored by Frequentz, are in.  This 

survey provides a window into the thinking of the business leaders in the industry who are responsible for 

implementing procedures and solutions to meet the 2013 Federal Drug Supply Chain Security Act 

(DSCSA), which is embedded as Title II of the Drug Quality and Security Act (DQSA).  This report provides 

a look at the opinions of these key leaders about some of the big technology decisions they are now 

facing.  These leaders have now had a full year to read, understand and formulate plans for meeting the 

requirements.  This year, most of the survey responses were collected in December of 2014, just before 

some of the initial data exchange requirements were about to go into effect, before they were delayed by 

the FDA. 

The survey was open to all, regardless of their role inside or outside the supply chain, but each type of 

company was presented with a different set of questions, with a few questions being presented to all 

respondents.  A total of 93 individuals took the survey.  The survey was executed through 

SurveyMonkey.com.  The wording of the questions and the answer choices in this report are reproduced 

here exactly as they appeared to the respondents when taking the survey.  

This final report is arranged into eleven sections that contain the key findings of the survey.  Each section 

includes the analysis of one or more questions that were asked of a particular subset of the respondents 

based on their company’s role. 

Overall, the survey indicates a positive outlook with respondents feeling confident that they know what 

actions are required and believing they have the sufficient time to take action.  Those surveyed believe 

they are on track to meet the 2015 and 2017 requirements on time.   

Highlights and key findings from the 2015 RxTrace U.S. Pharma Traceability Survey, sponsored by 

Frequentz are included below. 
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FINDING 1:  Most companies understand the DSCSA and believe they 

will be able to meet the 2015 requirements. 
Most of the responses to this survey were collected just prior to the announcement by the FDA that they 

would give the industry an additional four months before they begin enforcing the data exchange 

requirements.  The new compliance date is May 1, 2015.  But even before that push out, most companies 

believed they would be able to meet the 2015 requirements.   

Questions 1 through 5 were asked only of people who work within the supply chain.  This includes 

respondents from manufacturers, repackagers, wholesale distributors and dispensers, and excludes 

respondents from solution providers, consultants, academics and others. 

QUESTION 1:  How familiar are you with the 2015 requirements of the DSCSA? 

 

The majority of respondents (a total of 77%) have studied enough of the DSCSA and feel like they know 

what their company needs to do to meet it.  The remainder may be at risk of not meeting the 2015 

requirements in time. 

0% 20% 40% 60% 80% 100%

I have studied the DSCSA and I understand all of the key
parts

I have studied enough to know what my company needs
to do to meet the DSCSA

I have read part or all of the DSCSA but I am still not
sure exactly what my company needs to do

I have heard some things about the DSCSA but I need to
learn a lot more about it

I just heard something about new Federal requirements
that might affect my company Copyright 2015, Dirk Rodgers Consulting, LLC  
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QUESTION 2:  Do you think you know exactly what the DSCSA requires of 

your company as of January 1, 2015? 

 

QUESTION 3:  Do you think the decision makers within your company 

understand what is required of the company to meet the 2015 requirements 

of the DSCSA? 

 

But even though a large majority of the respondents felt that they understood what their company needed 

to do to meet the DSCSA 2015 requirements (Question 2 above), fewer felt that the decision makers in 

their company understood those things (Question 3). 

0% 20% 40% 60% 80% 100%

Yes, definitely

Yes, for the most part

Some, but not all

No

Does not apply to my
company

Other (please specify)

0% 20% 40% 60% 80% 100%

Yes, definitely

Yes, for the most part

Some, but not all

No

Don’t know 

Does not apply to my
company

Other (please specify)
Copyright 2015, Dirk Rodgers Consulting, LLC  
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QUESTION 4:  Is your company prepared to meet all of the 2015 

requirements contained within the DSCSA? 

 

Again, most of the responses to this survey came in before the FDA pushed out part of the January 1, 2015 

requirements to May 1, 2015.  Despite that, a large majority of respondents believed that their company 

would be able to meet all of the 2015 requirements.  The FDA may have been aware of the existence of 

those 24% of respondents who said they may be ready, or would not be ready on time.  If that percentage 

is a reflection of the percentage of drug products in the United States that would not be distributable by 

the original deadline, it may be an indication that drug shortages would have occurred. 

In the “Other” responses, one respondent indicated that they would be ready for the dispenser 

requirements on-time, and the other indicated that their company would be ready for all of the 2015 

requirements, but their suppliers would not, and so, overall, they would technically not be ready. 

 

  

0% 20% 40% 60% 80% 100%

Yes, definitely

Yes, probably

Maybe

No

Does not apply to my
company

Other (please specify)
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FINDING 2:  The vast majority of companies are now working on 

meeting the 2015 DSCSA requirements and many began within a few 

months after the law was passed. 
 

QUESTION 5:  When did your company begin working in earnest on 

preparations for the 2015 requirements of the DSCSA? 

 

This question was asked only of people who work within the supply chain.   

Considering that the responses to this survey were collected primarily in December of 2014, the 16% of the 

respondents who said that they had either just started working in earnest, or had not yet started preparing 

is a concern.  Perhaps those respondents were dispensers whose deadline is not until July 2015. 

 

 

  

0% 20% 40% 60% 80% 100%

In the last six months

As soon as the DSCSA was enacted

Even before the DSCSA was enacted on November 27,
2013

In early 2014

We just started

About one year ago

We have not started preparing yet

Does not apply to my company

Other (please specify)
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FINDING 3:  Most manufacturers and repackagers have begun working 

on adding serialization capabilities to their packaging lines, but fully 

one-third have not. 
 

Questions 6 through 14 were asked only of respondents who work for drug manufacturers, contract 

manufacturers and repackagers. 

QUESTION 6:  For packaging lines located domestically and around the world that 

package drugs for the U.S. market, how many total packaging lines will need to be 

converted to add serial number application before November 27, 2017 (2018 for 

repackagers)? (Include lines owned by your contract packaging organizations that package 

your product.) 

 

QUESTION 7:  Have you started working on adding the components 

necessary to serialize the drugs you manufacture or repackage? 

 

0% 20% 40% 60% 80% 100%

More than 200 lines globally

100 to 200 lines globally

50-99 lines globally

20-49 lines globally

5-19 lines globally

less than 5 lines globally

0% 20% 40% 60% 80% 100%

Yes

No
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FINDING 4:  A few manufacturers and repackagers that have not yet 

begun adding serialization capabilities may have an unrealistic idea 

of the time it takes to develop and deploy those upgrades. 
For those who answered “No” to Question 7 above, the following two questions were asked… 

QUESTION 8:  When do you plan to begin the work necessary to add serial 

numbers to your U.S. products? 

 

Waiting until the first or second half of 2016 to begin working on adding serial numbers (33% of those who 

have not yet started) is inadvisable, even if your product is packaged by a contract packager on only a 

single packaging line.  Readers should be aware that this process takes longer than anyone believes at 

first.  Predicting the availability of equipment and knowledgeable resources after the beginning of 2016 is 

a guessing game with a high risk of failure. 

The respondent who answered “Never” is a contract manufacturer who must rely on their clients to initiate 

the changes to their products to meet the law.  This may be a case of each party assuming the other will 

take the first step.  Contract manufacturers should have been the first companies to begin adding 

serialization capability to avoid the risk of losing business at the last minute.  This is technically not a 

0% 20% 40% 60% 80% 100%

Right NOW!

First half of 2015

Second half of 2015

First half of 2016

Second half of 2016

First half of 2017

Second half of 2017

After the deadline of November 2017

Never (please explain)
Copyright 2015, Dirk Rodgers Consulting, LLC  
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regulatory requirement on the CMO, but it should be viewed as a simple business requirement to meet the 

needs of the market. 

QUESTION 9:  What has held you up from starting before now? 

 

The “Other” responses to this question fell into the following categories: 

 “We don't manufacturer products so we can't change the original packs” 

 “Lack of FDA guidance” 

 “Newer company & we'll need to work with our CMO's” 

 “Have been focusing on 2015 requirements first” 

Some of these responses are reasonable, but no one should play a game of “chicken” with the 2017 

serialization requirements of the DSCSA, expecting the FDA to delay the requirement.  It may be that the 

FDA will end up delaying the serialization requirement, but if they do, it will not occur until the last minute 

(like the delay of the 2015 requirements), and then it might only be for companies with extenuating 

circumstances.  Companies who have done nothing to prepare until the last minute should not expect to 

receive the same treatment as a company that has been working diligently on the necessary line 

conversions for three years. 

0% 20% 40% 60% 80% 100%

Other (please specify)

We only make a small number of products so adding serial
numbers won't take very long

We expect the serialization deadline to be pushed out so why
invest until we have to?

Our one product has just entered the market recently so until
now, we had nothing to prepare for

We do not have any funds to convert our packaging lines and so
we plan to exit the U.S. market in 2017

Our last remaining product will be off patent before 2017 so we
plan to exit the market before serialization is a requirement
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FINDING 5:  Those manufacturers and repackagers that have begun 

adding serialization capabilities seem to be making good progress 

toward the 2017 deadline. 
For those who answered “Yes” to Question 7 above—that is, manufacturers, contract manufacturers and 

repackagers who have begun working on adding the components necessary to serialize the drugs they 

manufacture or repackage—the following four questions were asked… 

QUESTION 10:  What percentage of your total packaging lines is fully 

converted and ready to apply DSCSA-compliant package-level and case-

level product identifiers? 

 

The “Other” response was “Does not apply”. 

These responses show reasonable progress toward being ready by November 2017. 

0% 20% 40% 60% 80% 100%

100%

75 - 99%

50 - 74%

25 - 49%

10 - 24%

5 - 9%

less than 5%

none

Other (please specify)
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FINDING 6:  The percentage of drugs in the U.S. supply chain that 

contain package-level serial numbers compliant with the DSCSA will 

likely rise over the next two years, but that rise may start slow and then 

increase sharply in mid-to-late 2017. 

QUESTION 11:  In the past, up to now, when you have completed converting 

a given packaging line, what have you done with it? 

 

The “Other” responses were, “Not Sure”, “Does not apply” and “Current systems online will be replaced with 

equipment from another L3-L1 vendor”. 

It is very interesting that the largest response to this question was that serial number application 

capabilities were turned OFF as soon as lines were converted to await the 2017 deadline.  The third most 

frequent response was that they turn the capability OFF when packaging product for the U.S. market.  In 

other words, 58% of respondents have some capability to put serial numbers on their drugs packages, but 

they choose not to start doing that until the law requires it.   

This is likely intended to avoid wear on the equipment and the additional QA rejections due to serial 

number application issues, but it also defers valuable experience with these systems during a period when 

their operation is not a regulatory requirement. 

0% 20% 40% 60% 80% 100%

Turned OFF the serial number application capability to await the
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QUESTION 12:  From now on, when you complete the conversion of a given 

packaging line, what will you do with it? 

 

The “Other” responses were, “Not sure yet” and “On and off is more product specific as products can be 

packaged on multiple lines”. 

Comparing the responses to this question to those to the previous question shows that companies are not 

likely to change their approach to turning on or off the serial number application capabilities until closer to 

the 2017 deadline.  That means the percentage of drugs in the supply chain containing serial numbers on 

them will remain fairly low until just before November 2017 when that percentage should skyrocket.   
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QUESTION 13:  About when will 50% of your products entering the U.S. market 

have the DSCSA-required Product Identifier (2D barcode encoding NDC, 

serial number, lot and expiration) on them? 

 

The “Other” response was “Not sure yet”. 

This is another indication of the timing of manufacturers and repackagers shipping drug packages that 

contain serial numbers on them.  In contrast to the previous two charts, these results seem to indicate that 

the growth in the percentage of drugs in the U.S. supply chain with the DSCSA product identifier barcode 

on them will rise steadily over the coming two years.  But since this question asked about when the 

percentage from each company would reach 50%, to reach 100% will likely require a sharp jump in mid-to-

late 2017. 
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FINDING 7:  The internal-facing serialization management solutions 

deployed by most drug manufacturers and repackagers will be based, 

at least in part, on GS1’s EPCIS standard. 

QUESTION 14:  Will you make use of a serialization management solution 

within your four walls that is based, at least in part, on GS1's EPCIS standard? 

 

Alternate approaches were “We already use EPCIS”, “A corporate global serialization management solution 

will be used. I believe EPCIS may or may not be the standard used”, and “The solution will not be within our 

four walls”.  

These results indicate a clear preference by drug manufacturers and repackagers for serialization 

management solutions that are based, at least in part, on GS1’s EPCIS standard.  Even some of the few 

respondents who responded with “No” appear to mean “Yes”.  No real alternative approaches were 

described.   

This question may have confused some respondents because of the use of the phrase “within your four 

walls”.  This was intended to differentiate the use of EPCIS for managing serial numbers within the 

company’s own IT infrastructure, from the use of EPCIS for data exchange with external trading partners.  

The EPCIS standard can be used for both purposes, but this question was only aimed at internal use. 

Despite that minor confusion, it is clear that EPCIS will be used widely in the solutions deployed by 

manufacturers and repackagers to meet the 2017 DSCSA serialization requirements. 
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FINDING 8:  Most wholesale distributors and/or third-party logistics 

providers are already receiving drugs for distribution that have 2D 

barcodes on them, and almost all of those organizations plan to begin 

capturing those serial numbers prior to or around November of 2019. 
Questions 15 through 17 were asked only of respondents from wholesale distributors and 3PLs. 

QUESTION 15:  Approximately what percentage of the drugs you receive for 

distribution from all sources have 2D barcodes on them TODAY? 

 

The number of people from wholesale distributors and 3PL responding to this survey was small and 

included people from both large and small companies, so the results may not accurately reflect the true 

picture of the full volume of drugs flowing through the U.S. supply chain.  This can be seen by the high 

percentage of respondents who claim that they are already receiving 50% or more of their drug stock with 

2D barcodes on them.  Compare that with Question 13 where no respondent from manufacturers and 

repackagers claimed that they were yet shipping 50% of their drugs with DSCSA-compliant product 

identifiers on them.  These two results appear inconsistent with each other.   
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QUESTION 16:  When do you plan to capture the unit-level serial numbers on 

drugs at receiving? 

 

“Other” responses included “When mandated”, “Not Sure”, and “Don’t know”. 

The DSCSA does not explicitly mandate wholesale distributors or 3PLs to capture unit-level serial numbers 

until November of 2023, but some people believe the 2019 DSCSA requirements imply that wholesaler 

serial number capture is necessary (see Question 18 below).  Either way, almost all of the wholesale 

distributor and 3PL respondents said they intend to capture the serial numbers on drugs at receiving 

before, or “around”, November of 2019.  Since 100% of drugs in the U.S. supply chain will have serial 

numbers on them by November of 2017, the first four responses in the chart above imply that the 

respondents will begin collecting serial numbers even before that date. 

This result is an indication that wholesale distributors will likely be in the market for internal-facing 

serialization solutions in the next few years, or they will need to build them internally.  The largest 

companies will need very large scale and high performance solutions.  This survey only asked respondents 

who worked for either manufacturers or repackagers about their intent to invest in solutions based on 

EPCIS (Question 14), so we do not know for sure that wholesale distributors or 3PLs will make the same 

choice.  However, because the manufacturer and repackager respondents did not offer any alternatives to 

EPCIS-based solutions, the odds are good that wholesalers and 3PLs will make the same choice. 

Further, if wholesale distributors and 3PLs really are required by the DSCSA to capture serial numbers at 

receiving prior to 2023, then they will likely require manufacturers and repackagers to provide them with 
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aggregation data (serial number-based containment hierarchy) to make the data capture chore achievable 

(see Questions 19 and 20).   

 

QUESTION 17:  When do you plan to capture the unit-level serial numbers on 

drugs at shipping? 

 

“Other” responses included “When mandated”, “Not Sure”, and “Don’t know”. 

These results are very similar to those collected in Question 16 for receiving.  The same comments we 

made under that question apply to this one as well.  
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FINDING 9:  Few believe that the DSCSA requires them to collect or 

pass aggregation data prior to 2023, but most respondents plan to 

collect it before then anyway.  Nearly half said they would ask for it—

or demand it—from their suppliers. 
Questions 18 through 20 were asked of respondents from manufacturers, repackagers, 3PLs and 

wholesale distributors. 

QUESTION 18:  What is your interpretation of the Federal DSCSA regarding 

“aggregation data” during the first 10 years (phase 1)? 

 

This question was asked only of respondents who said they know what “aggregation data” is, even if they 

are not an “expert” on the definition.   

Only 15% of respondents believe that the DSCSA requires manufacturers to collect and perhaps pass 

aggregation data prior to November 2023, but more than 68% believe that the law does NOT require its 

collection or passing.   

However, among those that do not believe the law requires it, more than 20% believe that to meet other 

requirements in the law, manufacturers will find it necessary to collect and pass aggregation data to their 
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customers anyway.  Another 18% believe that the DSCSA does not require it, but some customers will ask 

for aggregation data anyway, and that most manufacturers will comply with those requests.  Another 15% 

believe that the law does not require it, but some customers will ask for it anyway, and most 

manufacturers will NOT comply. 

Viewed another way, 65% of the respondents believe that manufacturers will collect aggregation data 

prior to 2023.  This is a strong indication that aggregation data collection will be collected by 

manufacturers whether they are required to or not, and whether they pass that data to their customers or 

not.  This conclusion is also supported by the responses to the next question. 

QUESTION 19:  Do you think your company will collect “aggregation data” 

for your own uses whether or not it is required or your customers 

demand/request it? 

 

The responses to this question support the conclusions drawn from the previous question about 

aggregation data.  Here, 71% of respondents indicated that they think their company will collect 

aggregation data for their own uses whether or not it is required by the DSCSA or is demanded/requested 

by their customers, for either all packages and cases, or at least some packages and cases.  Only 12% of 

the respondents said they would not. 
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QUESTION 20:  Will your company request your suppliers to provide 

“aggregation data” for some/all shipments? 

 

From a recipient’s perspective, 47% of the respondents to this question said they would either ask for, or 

demand aggregation data from their suppliers for all or at least some shipments.  Twenty-four percent of 

the respondents were not yet sure if they would do so.  Only 3% said that they do not want aggregation 

data and would not accept it if a supplier offers it. 
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FINDING 10:  Some dispensers are starting to prepare to meet the 

DSCSA in July of 2015 and even those who have not started believe 

they will probably be ready to comply on time. 
Questions 21 through 24 were asked only of respondents from drug dispensing organizations.  The 

number of respondents in that category was very small so these responses may not reflect a true picture of 

reality. 

QUESTION 21:  Does your company have an active plan to ensure 

compliance with the DSCSA by July 2015? 

 

Most dispenser respondent’s companies did not have an active plan to ensure compliance with the DSCSA 

by July of 2015.  Most of these responses were collected in December of 2014. 

 

QUESTION 22:  Do you think your company will be ready to comply with the 

DSCSA on July 1, 2015? 
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Despite the fact that most companies appeared not to have an active plan for compliance in December 

(see Question 21), a large percentage are confident that their company will comply with the DSCSA on 

time. 

QUESTION 23:  Which is your company's preferred method to receive DSCSA 

transaction data from your suppliers after July 1, 2015? 

 

Eighty percent of the dispenser respondents indicated that their company prefers to receive DSCSA 

transaction data electronically, in one format or another, after July 1, 2015.  Half of those prefer EDI ASNs. 
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QUESTION 24:  How will your company save the DSCSA transaction data you 

receive from your suppliers after July 1, 2015 (check all that apply)? 

 

The “Other” response was “within our Inventory Planning and Warehouse system”. 

A large percentage of dispenser respondents (40%) do not yet know exactly how they will save the DSCSA 

transaction data they receive from their suppliers after July 1, 2015.  Sixty percent of the respondents plan 

to save those documents in a database on one of their own servers when the “Other” response is 

combined with the explicit response.   
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FINDING 11:  EDI ASNs will be the primary method of passing 

transaction data initially, but respondents expect a shift toward GS1’s 

EPCIS sometime before 2023. 
Questions 25 and 26 were asked of all respondents, including industry participants, solution providers, 

consultants, regulators and academics. 

QUESTION 25:  Which technologies do you believe will be in use by the industry to 

fulfill the requirement to pass transaction information, transaction history and 

transaction statements immediately after January 1, 2015?  Choose all that apply. 
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Respondents were able to choose all that they thought applied to this question.  “Other” responses this 

year included web portals, and email.  The chart shows responses from this year’s survey and last year’s.  

This year, nearly 80% of respondents thought that EDI ASNs would be in use to exchange transaction data 

at the beginning of DSCSA enforcement.  About half thought that data files based on GS1’s EPCIS 

standard would be in use right away to exchange transaction data, which is actually down from 68% last 

year.   

Only 32% thought that the information printed on the product labels themselves would be used.  Although 

up from last year, this result may indicate that most people are unfamiliar with this allowance in the 

DSCSA for certain types of wholesale distributor transactions.   

Seventeen percent of this year’s respondents thought that GS1’s Drug Pedigree Messaging Standard 

(DPMS) would be used, which is down from last year’s survey when 32% of respondents thought it would 

be in use. 

The biggest change in thinking from last year to this year was in the expected use of paper documents.  

Paper packing lists leaped from only 8% last year to 63% or respondents this year.  Paper invoices jumped 

from 6% to 39%. 

QUESTION 26:  Do you think there will be a movement in the industry toward 

using GS1's EPCIS standard to pass serialized transaction data before it is 

required in 2023? 

 

 

The “Other” response was “Hard to say.  The ease of adding serial numbers to an ASN may be the most 

attractive alternative.” 
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The previous question about GS1’s EPCIS (see Question 14) asked about its use for internal-facing 

serialization management.  This is the first question that asked solely about the use of the EPCIS standard 

for exchanging transaction data between trading partners; and it specifically asks about a movement 

toward its use to pass serialized transaction data prior to the requirement to do so in 2023.  Nearly 50% of 

the respondents thought that there would be a movement in that direction, in regular business and in 

pilots.  Fourteen percent believed it would only occur in pilots prior to 2023.  Not surprisingly, a full 20% of 

respondents did not want to make a guess.  Only 15% believe there will not be a movement toward the use 

of EPCIS for serialized data exchange prior to 2023. 

 

Conclusion 
This is the second annual RxTrace survey to measure the thinking of key members of the U.S. pharma 

supply chain and solution providers targeting those companies about the Federal DSCSA.  As companies in 

the U.S. pharma supply chain grapple with exactly what the DSCSA means to their business and what it 

will require them to do to comply with it, an understanding of what other companies are doing and what 

their key people are thinking is very important.  This survey provides an updated glimpse at their thinking. 

As the lessons of the 2015 RxTrace U.S. Pharma Traceability Survey, sponsored by Frequentz, indicate, 

companies appear to be making solid progress toward the 2015 and 2017 requirements of the DSCSA and 

they remain upbeat about their understanding of the requirements and their ability to comply on time.  

Thank you to those who contributed their responses and opinions to the survey and to those who 

downloaded this report.  Remember to subscribe to RxTrace to keep up-to-date on the lessons explored in 

this survey as well as others, and watch for a new RxTrace Pharma Traceability Survey every December.  

Please make sure you participate next time.  
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