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Call to Order
The board meeting was called to order at 9:15a.m. by President Powers.

President Powers made a number of announcements and recognitions:

President Powers honored 50-year Pharmacist, Barry Solomon. Mr. Solomon was
presented with a 50-year lapel pin by the Board of Pharmacy.
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President Powers introduced Rich Mazzoni, a former board member and former president of
the board.

President Powers introduced Lori Rice, a previous executive director of the board.

President Powers introduced the Board of Pharmacy’s new staff counsel, Kristy Schieldge
and provided a brief background on Ms. Schieldge’s prior experience

President Powers and Ms. Herold requested that any representatives who would like to
speak on E-Pedigree readiness, to sign-up on the form outside of the room.

President Powers acknowledged Spencer Walker, who has been promoted to special
counsel for the director of DCA. President Powers thanked Mr. Walker for his service to the
Board of Pharmacy over the past two years.

Presentation to the Board from Food and Drug Administration
llisa Bernstein, Director of Pharmacy Affairs (via telephone).

Dr. Bernstein began by reiterating FDA'’s support for California’s efforts to provide safety to
the drug supply chain.

She provided an update on new developments relating to identification, validation,
authentication and track & trace of prescription drugs. Dr. Bernstein discussed the details of
recently enacted federal legislation which includes standards development; specifically the
use of a standards numerical identifier, and standards developed to address pharmacy
technologies. There are two notices published in the Federal Register requesting comments
and information related to the new section 505D provision.

Two separate dockets were initiated (standards and technology information).

The first notice focuses on standards development. The FDA prefers that these standards
be a result of existing private and public sector collaborative processes. The FDA has
published a series of questions to focus the responses. The FDA will use those responses
to determine the standards development and how aggressively it may move forward. The
FDA may consider adopting such standards through a guidance process as quickly as
possible.

Examples of types of information the FDA is seeking:
The standard numerical identifier — should it contain recognizable characteristics (i.e.,
NDC codes) or random? How can the supply chain determine that the numbers are
unique and not duplicated?

Should a Lot/batch number be included?

Standards:
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Do standards currently exist? To what extent do these standards reflect
stakeholder consensus? Should the current standards that exist be adopted
by FDA? If not, can changes be made to make the standards acceptable?

Are the standards developed in other countries? Who is developing them? Is
there a timeline? What are the elements of those standards? What is the
feasibility, cost, etc.?

Should certain standards be implemented before others, or concurrently?

The second notice is regarding technology development. In order to address the recent
technological advances as outlined in new provisions of the act, the FDA is seeking
information from technology vendors via this federal register notice.

Examples of type of information FDA is seeking:
What are the RFID technology advances specifically?
What are the costs?

Comments for both of the above notices are due May 19, 2008. Notices and a full list of
guestions in the notice, as well as instructions on how to submit comments can be found at
www.fda.gov/counterfeit.

Dr. Bernstein reiterated that this should not deter the expeditious progress in California
toward widespread implementation, serialization, e-pedigree, and track and trace in the drug
supply chain.

Dr. Goldenberg and President Powers thanked Dr. Bernstein for presentation. The board

looks forward to sharing California’s information with FDA as they move through this
process.

Presentations to the Board on Readiness to Implement E-Pedigree

Ron Bone — McKesson Corporation:

McKesson requested a delay in the e-pedigree deadline. Mr. Bone stated that he feels the
health and safety of the public will best be served by this delay.

Based on a recent survey conducted by McKesson, only 100 of 650 suppliers believe they
could comply by 2009. Extending the deadline will provide the suppliers, as well as the
wholesalers and manufacturers the time they need to be properly prepared for e-pedigree.
McKesson feels that the hospitals and pharmacies should also be given additional time to
comply with the e-pedigree law as well.

Questions to the presenter:

Mr. Dazé asked how a two-year delay will be a safety feature for the consumers. Mr. Dazé
expressed deep concern for additional delay and allowing counterfeiting to enter our drug
supply for two more years.
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Mr. Bone responded that steps have been taken in the supply chain to reduce opportunity
for counterfeiting (i.e., committing to buying only from manufacturer, thus cutting down the
number of companies in the chain of distribution).

Mr. Bone stated that there has been a great deal of momentum from manufacturers in
running tests through their facility in getting ready. He said that the issue is that ALL drugs
would need to be ready by 2009. Many are moving forward, but at the case level only.
McKesson stressed that they don’t want to be the “gate” that stops pharmaceuticals moving
through to the patients because their manufacturer partners do not have e-pedigree in
place.

Mr. Bone noted that McKesson speaks on this topic more than any other topic as an
industry, which places a large amount of attention on this issue, thereby creating more
difficulty for counterfeiters to enter the system.

Dr. Goldenberg asked for clarification on how the insurance of manufacturing of drugs
works. He guestioned whether insurance companies are stakeholders in this issue as well
and whether we should be inviting them to provide input.

Mr. Dazé provided previous experience as general counsel for airlines. He explained that if
something went wrong, insurance companies handled the issues (versus the airlines). Mr.
Dazé suspects pharmaceutical and manufacturing companies have business loss insurance
and do same. He gave the example of the recalled Heparin, and stated that they may have
insurance to cover the costs of any lawsuits which may have resulted.

Dr. Schell thanked McKesson for the presentation and has been impressed by the efforts of
McKesson so far. He asked if, based on their survey, McKesson was able to determine if
the manufacturers will be ready by a deadline of 2011, if it is extended.

Mr. Bone responded that there is signifant energy on this topic right now in the
pharmaceutical industry. He said the message is clearly being delivered. McKesson is
making themselves available for people coming to them for assistance. They are only
getting a “sliver” of interactions that are going on within the industry. Mr. Bone noted it
certainly has the attention of all.

Dr. Schell stated his concern over the risk of not having a good system in place. He shared
his concern over whether it will ever be done if it's not going to be done in 2009.

Mr. Hough indicated that he had done an informal tally of e-pedigree mailings regarding the
implementation deadline. His tally reflected that 33 want to delay and 4 can implement to
some degree. Mr. Hough noted that the theme in the mailings is that we cannot accept
deterioration of patients' safety during implementation, which is a very important note. Mr.
Hough elaborated on Mr. Dazé’s comments, which are that if the board decides to delay,
there should be some kind of sanctions regarding continuous delays.

Lara Simmons — Medline Industries, Inc. (PowerPoint presentation attached):

Ms. Simmons stated that Medline is the nation’s largest wholesale hospital supplier.
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Ms. Simmons discussed the surgical convenience kits (which include drugs) provided to
their customers (hospitals). All items needed for surgical procedures are inclusive in the kits.
The kits are hospital/surgeon specific, and have exactly what a doctor needs. Medline
contracts with the drug supplier, and the kits include over-the-counter and prescription
drugs. The drugs are placed within the kit and the kit is then sterilized with drugs inside of
kit. The drugs are typically low-risk (for counterfeiting) and low-cost drugs that are not found
on the streets.

Ms. Simmons stated that the challenges MedLine faces in implementing e-pedigree are that
any given kit may have 1) multiple drugs, 2) drugs from multiple manufacturers, 3) a sterile
kit packaged within another larger kit and/or 4) drugs from different lot numbers. From
manufacturing perspective, the ability to identify on the insert of a kit exactly what lot
number of drugs within the kit is a fully manual process, thus allowing for human error.
Additionally, there is no way to verify the accuracy of the information without opening the kit
(which then causes kit to lose sterility). Ms. Simmons stated that another challenge is
contract manufacturing, which makes pedigrees complex. She gave examples of two drugs
in one kit and the complexity of pedigrees due to the routing process. Multiple lot numbers
of multiple drugs within multiple kits causes more complexity and a larger challenge with
verification. Additional challenges include the lack of clear guidance for repackagers
working with surgical kits. Suppliers like Medline also have the challenge of not being able
to put a system in until they know what the manufacturers will do.

From Ms. Simmons’ perspective, they cannot meet a 2009 deadline.

Ms. Simmons provided some workable options: Placing an E-Pedigree in the kit itself, two-
step pedigrees (serialization of the kit itself), exemption kits that contain low-risk drugs, or
not putting drugs in the kit at all. The latter is not best option.

Ms. Simmons provided additional challenges, which include naming the legal manufacturer
(information often withheld), intra-company transfers, proprietary information, lag time on
receiving pedigree post-delivery, employees concern over liability, and cost (which is
passed down to the consumer).

Questions to the presenter

Dr. Swart asked what Medline would do if drugs are recalled.

Ms. Simmons responded that all kits would be recalled (entire kit).

Dr. Goldenberg shared that there will be a presenter here later on from the Engineering
Dept. at UCLA which outsources its talents to the industry to solve problems such as this.
Dr. Goldenberg encouraged the speaker and everyone else to stay for the duration of the
meeting to hear what they have to say. Dr. Goldenberg noted that there are solutions out

there to these problems.

Ms. Herold stated that a future Enforcement meeting will be addressing various packaging
issues for drugs and how to address that for e-pedigree and the industry as a whole. She
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encouraged MedLine to provide questions proposed to the board for discussion at that
meeting.

Shawn Brown — Generic Pharmaceutical Association (PowerPoint presentation attached):

Mr. Brown explained that this is a follow-up to the presentation at the December board
meeting, and is in response to board’s questions. It includes results from a survey of their
members to show what they have done to prepare to comply.

GPhA is a member of a coalition of a trade association, and are working with FDA to
develop standards. They will be having a workshop with FDA within the next month in that
regard.

Mr. Brown shared statistics, including employee hours and out-of-pocket expenses required
to prepare and implement and comply with e-pedigree law. Mr. Brown noted that one
particular manufacturer indicated they have spent over12,000 hours and $5 million in order
to comply. He reiterated the challenge of capacity of the tags, and whether they would have
enough tags for all pharmaceutical companies. Vendors are indicating that it could be up to
6 months before the tags are ready.

Mr. Brown presented steps and preparation activities taken to date by manufacturers to
implement serialization. He also provided a general timeline of major events conducted
within the industry.

Mr. Brown provided an estimated cost breakdown, including start-up costs ($500 million)
and packaging line serialization equipment upgrade costs ($503+ million). Mr. Brown
discussed additional costs, including serialization operating costs. The estimated operating
cost was placed at $350 million. Mr. Brown noted that these estimates represent
approximately one-third of the dosage forms; they do not include the other two-thirds of
dosage forms.

Questions for the presenter

Mr. Dazé stated that the numbers presented are high, and he understands that the cost will
ultimately affect patient cost. He shared his concern over whether anything will change if
we delay to 2011. Mr. Dazé pointed out that the cost will still be there (and be higher due to
inflation), and the industry could come back to the board and state that they can’'t implement
due to higher costs.

Mr. Brown responded that he has heard (but does not have facts to support) that the costs
will go down. Mr. Brown feels there is a lot more momentum now towards taking extra
security measures. The message has been conveyed.

Mr. Dazé brought up the Baxter recall example. Mr. Dazé suggested that, had serialization
been in place, the factory may have only needed to recall a fraction of the drugs. Mr. Dazé
stated his concern over a slow down of the process with another implementation delay.

Mr. Brown responded that he’s not sure having serialization would have stopped the
medicine from reaching the consumers, but it would have facilitated the recall procedures.
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Mr. Brown stressed that GPhA shares Mr. Dazé’s concern. They are looking into options of
measures they can take as an industry.

Ms. Herold asked what total sales are estimated to be if they go with RFID (in conjunction
with figures of costs provided).

Mr. Brown responded that he believes they have the information. He will send it to Ms.
Herold.

Ms. Herold pointed out that, when we look at sales as well, the cost may not be quite so big
in perspective.

President Powers asked for clarification as to whether GPhA is asking for a delay.

Mr. Brown responded that they are.

Julianna Reed — Hospira Inc.:

Ms. Reed stated that Hospira manufactures products that are purchased by and
administered to patients in acute care hospitals.

Ms. Reed stated that Hospira will need to convert over 50 manufacturing lines at over 50
plants around the world to comply with e-pedigree law requirements. Hospira requests that
the Board of Pharmacy work with them to identify the safest and lowest cost approach to e-
pedigree implementation.

Ms. Reed discussed Hospira’s concerns with implementation, which involved timing and
technologies that can be used for track and trace.

Hospira states that they will not be using RFID technology because of insufficient data to
indicate RFID safety with regard to liquid and/or metal-containing drug and IV devices.
Hospira will use 2D bar codes as it has been successful in the past. Hospira asks that the
Board of Pharmacy remain flexible in allowing manufacturers to determine the safest
technology for their product

Another concern by Hospira involves the development of standards. Hospira will need to
meet the requirements of several different states and countries, and each change adds cost
to system. They request that the Board of Pharmacy continue to work with global
stakeholders, to develop pedigree standards that would work for California as well as other
countries.

Additionally, Hospira is concerned with the cost in e-pedigree for low risk drugs. Low risk
drugs are costly and difficult to manufacture, however they are not attractive to
counterfeiters, and there have been no records of counterfeit incidence for over 70 years.
Hospira asks that the board consider a risk-based application to the pedigree requirements.
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Questions for the presenter

Mr. Dazé asked if they are stating that all 50 of their lines would be on-line for 2011. He
asked if they are committing to being ready, and that they are not going to come back to the
Board of Pharmacy six months prior to 2011 and ask for another extension.

Ms. Reed responded stated that they are trying to meet that, however they can’t predict
what might happen.

Mr. Dazé reiterated his concern that another request for delay may occur if the board grants
the extension.

Ms. Reed responded that she can only speak for Hospira. She restated that Hospira is
shooting to be on-line for 2011. Ms. Reed commented that they’re doing this for other states
and countries.

Scott Turner — Sciele Pharmaceutical (PowerPoint presentation attached):

Mr. Turner explained that he was presenting today to summarize the letter submitted to
request for a delay. He confirmed that Sciele will meet the 2009 deadline, however they
need an extension for full compliance, which includes serialization to the unit level. Sciele
feels that, although they are requesting the extension until 2011, they will be compliant prior
to the deadline. Mr. Turner stressed that they do not feel this delay will put the public at
additional risk.

Mr. Turner provided a background of Sciele.
Mr. Turner explained the reasons for the additional time needed:

The relocation of their distribution center, which will be completed by the first quarter
of 2009.

Sciele’s product line is manufactured and packaged by third parties, and will require
supplier alignment on how to implement. The current deadline will not provide
sufficient time for that.

The IT teams need time to realign and focus on implementation product security
(versus transaction security). Transaction security is scheduled to be in place by
summer of 2008. Product security is targeted for 3" quarter of 2010.

Mr. Turner reviewed Sciele’s specific barriers, as explained within their written request for
additional time. He also restated their targeted dates of compliance, as well as the request
for extension. Sciele supports the mandate to be compliant in order to protect the public.

Questions for the presenter
Mr. Burgard asked if Sciele will be prepared and on-line if delayed to 2011.
Mr. Turner responded that they will. He stressed that Sciele’s objective is not to slow this

process down, but rather to continue to stay focused and not put it on back-burner.
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Liz Gallenagh — HDMA:

Ms. Gallenagh explained that she was presenting today to reiterate their points made in
extension letter submitted to the board, and to reemphasize the comments made today by
their members of HDMA who previously presented.

Ms. Gallenagh stated that California’s model offers the best framework for e-pedigree, and
that it will preserve the integrity of the entire supply chain. HDMA is, however, concerned
that the supply chain won’t be able to implement by the 2009 deadline.

Ms. Gallenagh stated that HDMA understands more today about what technology can and
cannot do, and what is required for companies to move forward towards track and trace
systems. She stated that suppliers are working more closely together to address challenges
and technology prior to implementation. She reiterated that HDMA does not intend to stop
progress that is already started, and are requesting the extension so that the supply chain
has adequate time to “get it right.”

Questions for the presenter

Mr. Dazé asked if they are feeling any “pushback” from their members, indicating that they
will NOT be ready by 2011.

Ms. Gallenagh responded that HDMA has not received such specific feedback. In general,

they are indicating will be ready. Because of their position in the center of the supply chain,
it places them in a unique position. She stressed that the entire supply chain needs to work
in tandem for this to come to fruition. She has no doubt they are doing that.

Mr. Dazé shared his concern that the board will have the same request for another
extension in two years.

Ms. Gallenagh responded that, in speaking for the distributors that HDMA represent, they
have invested a large amount of money in time and labor to develop the systems to do this.
She wouldn’t anticipate that they would abandon that investment, or that they would choose
to find a better way to do it rather than what California law suggests.

Mr. Hough stated that it appeared additional costs are questionable. He questioned whether
they have looked at the big picture in looking at the full cost of this.

Ms. Gallenagh responded that their distributors are the most efficient in world. Ms.
Gallenagh stated that she would trust they will preserve efficiencies in the supply chain as
much as possible.

Dr. Weisser noted that in the presentation, Ms. Gallenagh referred to the manufacturers
only. He asked what kind of programs they are developing for the end users (i.e.,
pharmacies, hospitals)?

Ms. Gallenagh responded that they are working on trying to find the best solutions. She
referred to Mr. Bone for additional response.
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Mr. Bone (McKesson) explained that there is a two phase process. He stated that the
wholesalers play a significant role in adopting a process for the non-major chains, and the
community and hospital pharmacies look to the wholesalers to help them. It will take more
time between McKesson and the retail community. Mr. Bone noted that the process will be
qguicker and go more smoothly for the larger retail entities, while the smaller entities will be
challenging. McKesson shares the board’s concern.

Dr. Weisser commented that wholesalers have been very supportive in the past with regard
to the community pharmacy and new technology. He asked if they feel that they can only
speak for McKesson in terms of being committed to the end of the supply chain. Dr. Weisser
noted that without the wholesaler engagement, there will be no continuity to the community.

Mr. Bone responded that McKesson is customer based, and understands that this is one of
challenges which need to be addressed. He stated that they would rather work with the
manufacturers first, and then address the retail side. Mr. Bone requested the board’s
consideration in allowing them to work on first connections, and then work on the second
connections.

Dr. Swart commented that he has no doubt that the process will come quickly for McKesson
in working with the manufacturers and wholesalers, and that the second part will come
quickly as well. He commended McKesson for entering into this the right way. Dr. Weisser
agreed.

President Powers allowed opportunity for any additional presentations or comments. No
additional comments were offered.

Discussion and Action Regarding Implementation of Electronic Pedigree for
Prescription Medicine in California

President Powers commented that the board takes it public protection very seriously.
President Powers reiterated that the board wants to see the e-pedigree law in place as soon
as possible.

President Powers read a statement pertaining to the increasing threat of public safety due to
counterfeited, misbranded, adulterated and diverted drugs, and the subsequent need for a
flawless e-pedigree system. The statement addressed the board’s possible decision to allow
the requested extension in the current e-pedigree deadline, as well as the reasons to allow
for such an extension based on the feedback given to date from the pharmaceutical
industry.

Dr. Graul thanked the stakeholders who made presentations. Dr. Graul made a motion to
extend the date of the implementation of e-pedigree requirements.

Mr. Dazé clarified that President Power’s statement not yet been approved nor discussed.

Mr. Room added the statement President Powers read with a proposed decision of the
board was written as if the board has already made that decision (which it had not). The
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statement of decision was read prior to the motion to extend. The board would now need to
have that discussion on whether or not to extend the deadline.

Ms. Room added that at the request of the president of board, staff prepared the statement
which was presented by President Powers. This statement articulated the reasons why the
board may choose to delay the implementation if the board chooses to do so. It is entirely
appropriate to have a written decision that states those reasons in the event that such
decision would ultimately be made (based on the direction of the motion). This is one
proposed decision that Mr. Room prepared at President Powers’ request.

Dr. Graul made his decision based on that written proposed “decision,” and the board would
need to vote down Dr. Graul’'s motion first in order to do something subsequent. He
recommended limiting the discussion at this point to Dr. Graul’'s motion.

Dr. Graul stated that this was his own motion.

Ms. Herold strongly encouraged the board to consider that there is no benefit to pushing the
industry through the 2009 “gate.” Ms. Herold stated her support of the 2011 extension. She
also clarified that elements of President Power’s statement came from letters and comments
provided by the industry, and was created in order to be able to provide a releasable public
statement in the event that the extension was in fact granted. She noted that the board had
not seen the statement which President Powers read.

Ms. Zinder requested to hear the motion again. Dr. Graul reread the motion.
Copies of President Powers’ statement were distributed to the board members.

Dr. Weisser asked if the motion for extension is being proposed for the entire supply chain.
Dr. Graul stated that the only decision that can be made at this time based on the law is to
delay or not delay the implementation. Subsequent legislation would be the only way to
address modifying who participates in that delay. Mr. Room stated that the board can
express interest in additional legislation, but it is not within the power of the board to do at
this point.

Dr. Goldenberg stressed to the board members that he and President Powers have put an
enormous amount of energy and passion in to this issue, and that he hopes the supply
chain of partners are listening carefully as he talks with the rest of the board. He stated that
if the motion passes, he has concern over the industry’s focus and attention to the matter,
which will be evident in the turnout of audience in subsequent board meetings. Dr.
Goldenberg pointed out that changes may need to happen if this occurs. Dr. Goldenberg
also shared his personal viewpoint that, although a delay may be decided as the best
decision at this time, any continuous delay or drop in focus on this issue would not be in the
public’s best interest.

Mr. Hough referred to comment he had made earlier regarding sanctions in the form of
milestones that must be met during implementation.
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Mr. Room responded and referred to upcoming discussions on SB 1307 (Ridley-Thomas).
He pointed out that such suggestions from board members will be crucial in determining the
form and details of additional legislation relating to the implementation process.

President Powers stressed that the board takes the implementation of the law very seriously
and will continue to focus on this issue, even if there will be a delay.

MOTION: For the reasons given in the proposed written decision of the board,
which if this motion carries shall issue as the official decision of this board,
those reasons including that the threat to our drug supply is real and growing,
that the California model for pedigree is widely recognized as the best
approach to securing the prescription drug supply, that the industry has
committed to implementing that model but faces technical, infrastructure, and
resource obstacles rendering the majority unable to implement by January 1,
2009, that the industry has promised compliance will be achieved by January
1, 2011, that the additional two years will allow necessary time for fuller
development and implementation of technology solutions, and that insistence
on full compliance by January 1, 2009 may lead to disruptions in supply or
pricing of life-saving drugs, | move that the board exercise its authority under
Business and Professions Code section 4163.5, to delay implementation of
the electronic pedigree requirements stated in Business and Professions Code
section 4034 and 4163, until January 1, 2011.

M/S: GRAUL/DAZE
SUPPORT: 12 OPPOSE: 0
Mr. Room addressed an issue relating to two separate deadlines within the law.

The first is the general pedigree deadline. The second deadline is relating to sterile
injectable drugs (B & P Code 4034 (g) that has a 2010 deadline.

There is a separate authorization within that section for the board to extend the date as well
to January 1, 2011. Mr. Room suggested that the board address this deadline to have a
separate vote whether to extend this date to 2011.

MOTION: Extend the e-pedigree implementation deadline for injectable drugs
administered to patients until January 1, 2011.

M/S: WEISSER/SCHELL

SUPPORT: 12 OPPOSE: 0

A discussion on the motion ensued. Dr. Weisser noted that we did have a presentation from
Hospira earlier in the meeting where the issue of injectable drugs was addressed, and a
request for delay for that category of drugs was made. Mr. Room noted that there are other
manufacturers that have made the same request which would fall in this category as well.
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Presentations of Technology Firms for E-Pedigree
Bob Celeste - GS1 Healthcare/EPC Global (PowerPoint presentation attached):

Mr. Celeste reviewed the history of the company over past two years, including the progress
they have made in developing standards and technology for e-pedigree. He pointed out that
they are now focused on improvements of those standards versus deciding on the
standards themselves.

Mr. Celeste presented the state of standards, including their role in the US and global
standards. Mr. Celeste emphasized the importance of focusing on global standards rather
than just US standards, and that the effort is being placed in reducing all to one standard
bar code.

A timeline was presented of the standards in place and work in progress. Mr. Celeste
pointed out the key points of the traceability standards.

Standards adoption was discussed.

A detailed timeline was presented, reflecting the stages from assessment through adoption
of the standards.

Mr. Celeste reviewed the pedigree/EPCIS assessment and advised that a business case of
traceability will be conducted later in 2008.

Mr. Celeste explained the pedigree messaging standard and the EPCIS standard, as well
as their various aspects and uses thus far.

Mr. Room asked if it is fair to say the pedigree messaging standard has all data formats
included, whereas the EPCIS at this point is mostly a framework and an information
exchange standard and that the pieces that are yet to be supplied are the actual data
content and format requirements of that standard. Mr. Celeste responded that that is a fair
way to look at it. Mr. Celeste noted that they have received many well thought-out proposals
that describe a way of doing this and are going through that analysis. They are also finding
that security is an issue, and that not every exception event is really an exception event,
and could in fact be counterfeit event. He stated that they are looking at the exception
process closely.

Mr. Celeste reviewed the items still needing to be addressed or that require follow-up. He
noted that weekly conference calls are being conducted to address some of these areas.

Questions for the presenter

Mr. Room asked if GS1 will have a large role to play at the Federal level. He asked if have
they have a vision of how that process will go forward. Mr. Room asked what role they see
themselves playing in the process.

Mr. Celeste’s responded that they will provide comments to the FDA which includes the
basic standards of product and location identification. Mr. Celeste stated that those areas
are fairly settled. He indicated that the FDA does recognize the difficulties of the national
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numbering system versus a global one, and is also working with other countries on that
issue.

President Powers invited questions or comments from the board and public. None were
provided.

Catalent Pharma Solutions/Secure Symbology (PowerPoint presentation attached):
Akan Oton — Catalent

Mr. Akan Oton presented to explain Catalent’s role, as well as Secure Symbology’s specific
solutions for e-pedigree.

Mr. Oton gave a background on Catalent, as well as the contract packaging services group.
He stated that they provide all the tools that a manufacturer packaging organization would
need.

Hans Hultgren — Secure Symbology,Inc.

Mr. Hultgren (Secugave a background of the company. He noted that they are a leader in
track and trace technologies and uses both 2D Bar code as well as RFID from the item level
through to the case and pallet. Mr. Hultgren also pointed out additional features that make
their services attractive to track and trace implementation for e-pedigree.

Mr. Oton provided some history of Catalent and noted that they signed an agreement to
provide serialization for Biogen-Idec in 2008. Catalent is confident they will be operational in
serializing their products some time later this year.

Mr. Oton shared lessons learned over the past three years, including the theory that RFID
and serialized bar codes should be used interchangeably. He noted that serialized bar
codes should be the initial process, with RFID being added as the process goes forward.
Mr. Oton also indicated that inference is needed between units of sale and the cases/pallets
the products go into.

Mr. Oton stated that some manufacturers are seeking solutions for internal capability, while
others are planning to establish an outsource relationship to establish serialization and e-
pedigree. Catalent is working with various manufacturers, and is seeking to provide a short-
term bridge or be a long-term provider for each of them.

Mr. Oton shared the capabilities and systems needed to enable e-pedigree.

Questions for the presenter

President Powers asked if they are indicating that this is a financial decision, rather than a
technology issue.

Mr. Oton responded that there is a learning curve of what's out there in terms of technology.
As the manufacturers understand what'’s out there, they then ask the questions of how to
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integrate internally, as well as manage the complexity of doing that. At this point, it becomes
an investment and resource decision for the manufacturer.

Mr. Room asked how contract manufacturing lines are set-up. He asked if lines are typically
set up by form factor (i.e., by certain size or line), or designed specifically for each
manufacturer.

Mr. Oton responded by explaining two types of customers

Dedicated customer, which is where the same product is run every day. In this case,
there’s a discussion around changes in that manufacturing line.

Campaign customer, which involves running multiple products on that line. Itis a
line-by-line (versus product-by-product) design, but they would also need to make
changes to packaging to reduce their investment.

Mr. Room noted that there is ultimately an attempt of the industry to move to a more
widespread adoption of RFID. He asked if they have a sense of timeframe in which the
dominance of RFID would come to pass.

Mr. Oton responded that he would be speculating if he gave a timeframe.

Dr. Weisser asked what percentage of items would actually be read if using 2D barcode,
depending on inference.

Mr. Oton responded inference helps the suppliers from having to open up a case, and the
barcode on that case is linked to all individual saleable units inside that case. Inference
allows for ease of distribution and shipment and adds efficiency. However, it increases the
amount of procedures and protocols involved, and there is a need to make sure that the
right parent-child relationships are in place.

Mr. Room brought up the need for the types of data the board is looking for in deciding
whether inference is the appropriate way to go with 2D bar codes until RFID or other
technology comes more prevalent.

Mr. Oton responded that he feels this should be answered directly by a distributor, and is
not something he could address.

Mr. Oton discussed the challenges faced with packaging operations relating to equipment
as well as other new aggregation challenges.

Hans Hultgren — Secure Symbology, Inc.
Mr. Hultgren provided a presentation on data integration and the “serialization vault”.

Mr. Hultgren shared the challenges with data, including massive data volumes, integration
of many systems, auditability and visibility. He explained their data management solution,
known as the data serialization vault, and how it can be provided to each manufacturer, as
well as at all levels within the supply chain. He provided an overview of the data serialization
vault and some of its more specific features and advantages.
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Questions for the presenter
Dr. Schell asked if they have ever rolled out this type of system to a company before.

Mr. Hultgren responded that regarding the serialization vault, the data behind it (data vault
architecture) is used specifically for large active data warehousing deployment. There are
many examples of companies using this successfully. With regard to serialization, this is a
brand new solution

Dr. Schell asked what some of the challenges are that they foresee.

Mr. Hultgren responded that the statistics have been consistent over 20+ years, which
reflect that approximately 65-70% of products in the IT realm end up as failures. Mr.
Hultgren commented that, although he would like to see that percentage a lot lower, it really
hasn’t changed much. He pointed out that the primary reasons for that involve adding
multiple parties, communication, the learning curve delay and other issues. Mr. Hultgren
also mentioned the very probable challenge of running into future “technical snags”,
specifically the larger issues that can delay the process for a month or more.

Dr. Goldenberg referred to Catalent’s statistic of globally packaging over 80 million doses
per day. Mr. Oton clarified that the statistic refers to tablets. Dr. Goldenberg asked how
many packaging units are within the potential market for the US, with each unit having a tag
on it. This was asked so that the board can develop an understanding of, as implementation
occurs, how many people will jump into that market.

Mr. Oton responded by referencing IMS (an information “house” that tracks scripts sold in
US). He suggested taking 12% of that number to represent California’s volume.

Dr. Goldenberg stated that that is not the number of containers that a manufacturer
produces that requires a labeling to indicate that it's a subscription item. Dr. Goldenberg
requested a follow-up on his question with an approximate number. Mr. Oton agreed to
follow-up.

Dr. Graul asked for clarification on the 2D barcode process and packages/units. He asked if,
at the breakdown at the pharmacy level, whether data is still aggregated at that point.

Mr. Oton responded that ideally it will, with appropriate implementation, but the pharmacy is
also linked into the warehouse management system in the interim. Mr. Oton also stated that
it is not necessary on pharmacy level, because they have received final units. Mr. Oton
stated that the key issue is how pallets and cases are broken down in middle of chain.

Rajit Gadh (Director) - UCLA Winmec (video presentation)
Professor Gadh presented a discussion on the e-pedigree mandate in California, as well as

what UCLA lab is doing in the area of e-pedigree by using their software program, know as
Win-RFID.
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Professor Gadh reviewed the upcoming deadline for e-pedigree implementation, as well as
the current counterfeit issue. Professor Gadh stated that they strongly feel that the RFID
approach is a better option than barcode because RFID has many more advantages,
including cost, ease in visibility and durability.

Professor Gadh stated that they want to work in partnership with the state of California and
the pharmaceutical industry in using RFID for e-pedigree.

Professor Gadh explained the UCLA WInRFID E-pedigree program. Professor Gadh
described UCLA's labs and their products in various production and pilot stages at this
point.

Professor Gadh acknowledged and expressed gratitude to the consortium of partnerships
with companies and organizations of which they have been working with over the last seven
years in their lab.

Professor Gadh discussed the connectivity layer of the program, the pilot conducted within
the lab, and its advantages. He also reviewed the hardware and energy costs involved.

Professor Gadh stated that UCLA Winmec is prepared to collaborate on their RFID software
program to help the industry work toward the mandates. They invited the manufacturers,
distributors, IT companies, etc. to contact them and would like to showcase their available
solutions, as well as work with them to design solutions to address their more specific
needs.

Professor Gadh pointed out that in many instances the same hardware can be shared and
used for different projects, and the application cost is then significantly less versus building
the hardware on an individual basis. He also pointed out that the lab can be used in
developing the hardware, thus bringing the cost down as well.

Professor Gadh detailed the benefits to the pharmaceutical companies of RFID, including
fewer lawsuits, increased customer confidence, a better management of inventory, and
reduced shrinkage.

Dr. Peter Chu - UCLA Winmec (onsite)

Dr. Chu listed their training and workshops, and invited the board and audience to attend
their next conference in October.

Dr. Chu stated that the key feature of WinRFID is that it allows the manufacturers to
carefully choose what is the appropriate technology in different environments and different
applications.

Dr. Chu shared some different examples of projects they have done with the WinRFID
applications, which included the specimen tracks used in a pilot project in the UC hospital
system. They have also conducted personnel and asset tracking, as well as supply chain
demonstrations for customers. They have done a number of projects with the hospital
system to address specific tracking needs.
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Questions for the presenter

Dr. Weisser referred to a prior presentation from a manufacturer, with intent to use 2D bar
code program due to concern over radiation effects of biologicals in glass and metal
products. He asked Dr. Chu to speak to that concern.

Dr. Chu responded that radiofrequency does have some effect on liquids and metals, but
they can choose the best spot for the tag that has least interference with liquid and metal.
They feel they can work around that issue and provide proper technology to correct that.

Mr. Room clarified the question. He asked if UCLA has the capacity to engage in any
testing on the biological effects of radiation on glass and metal projects

Dr. Chu responded that they have not done any such studies yet, but that they could.

Dr. Goldenberg noted that he attended one of their seminars. He shared information that
was passed along at the seminar, which is that the Department of Defense will not do
business with a distributor unless RFID tags are on everything they buy, including the
possibility of every bullet. Dr. Goldenberg pointed out that he sees programs such as this
one offered by UCLA as a possible solution to those companies who presented today who
stated that they were too small to take on the initial implementation and were relying on
other larger companies to begin the process. Dr. Goldenberg felt that the presentation
should be helpful to those in audience, as well as the board.

John Chorley - Oracle

Mr. Chorley stated that Oracle is very interested in supplying solutions to the industry and to
help the consumer feel comfortable with the products they receive.

Mr. Chorley provided Oracle’s background, including their presence in many industries.
Oracle explained their role within the supply chain system, in developing solutions for the
manufacturing and distribution process, and how this integrates with the rest of the business
systems. Mr. Chorley explained that their goal is to provide solutions that are integrated, yet
modular.

Mr. Chorley also discussed the challenges surrounding implementation technology,
including uncertainty around standards, and the likelihood of validation by the FDA. Mr.
Chorley also talked about the issue of inference, with the need to be able to read one tag on
a box and infer what is inside that unit. He stated that they have a lot of experience with
that technology, involving imbedding contents inside other contents and using labels to infer
what's inside.

Mr. Chorley shared Oracle’s overall statement of direction. He stressed that they are
committed to developing and delivering a solution. Mr. Chorley gave a timeline of delivering
a solution within the end of their next financial year (May 2009).

Mr. Chorley talked about the pedigree extension as it is tracked down through the supply
chain and the issue of document forwarding versus global repositories. Mr. Chorley stressed
that Oracle’s main focus is on wholesalers and manufacturers at this time, and will not be
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involved with the pharmacy operations. Mr. Chorley stated that Oracle is experienced and
focused on the manufacturing pedigree piece of e-pedigree, as well as pedigree
management and EPCIS. Mr. Chorley presented additional illustrations of Oracle’s design
ideas. He stated that they will also support customers with other open integrations to and
from business systems, regardless of whether they use Oracle’s business applications.

Mr. Chorley shared Oracle’s timeline regarding business requirements and design process,
including working with focus groups. Oracle will initially work with their current customers,
followed by delivering the complete program into market, and will be in alignment with the
mandated deadline of California’s e-pedigree law.

Mr. Chorley introduced members from his design team who were prepared to answer any
guestions from the board.

Questions for the presenter

Dr. Schell stated that it seemed like a partial solution, and left off the solution to most
important interface, that being the patient. He asked why they are leaving them off.

Mr. Chorley responded with clarification. He pointed out that pharmacies have business
systems within their dispensing process. Oracle will provide “hooks” that can be used within
those business systems that will inquire and validate the pedigree. He feels that this results
in a closed business process. Oracle is not going to deliver a complete solution for
pharmacy processing, but will work in conjunction with their internal business system which
they have in place.

Discussion on Senate Bills 1307 and 1270

Ms. Herold introduced the discussion of Senate Bill 1307 and provided a summary of the
bill. Ms. Herold explained that the proposed amendment clarifies that the serialization
number must appear as part of the e-pedigree. Ms. Herold requested that the board take a
position on this issue.

During discussion of the bill, Ms. Schieldge suggested that the board consider authorizing
the board’s president and executive officer the ability to negotiate future amendments
before the bill is passed.

MOTION: To support SB 1307.
M/S: WEISSER/GRAUL

SUPPORT: 12 OPPOSE: 0

Ms. Herold reviewed Senate Bill1270. Ms. Herold indicated that the bill is currently in spot
bill form, and strikes all the dates with respect to California’s e-pedigree requirements. Ms.
Herold advised that the board should not take a position on a spot bill until they better know
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what the bill will do. Ms. Herold stated that she has seen proposed amendments, but until
the amendments are added into the bill we should not move forward. Ms. Herold stated that
the sponsor of the bill is a coalition of pharmaceutical manufacturers, wholesalers and
retailers who have conducted a series of meetings that she has not been invited to.

Ms. Herold explained the definition of a spot bill. She stated that there are legislative
deadlines by which bills have to be introduced and have to pass particular committees. The
spot bill shows, in general, where a bill is going to amend the law, but allows time beyond
the deadlines to work out the provisions.

Ms. Zinder confirmed that there is a legislative committee meeting on April 11" and whether
this bill would be amended then.

Ms. Herold said the committee will review the bill, however there is a hearing before then
and the action of the committee is not binding on the board. She noted the next board
meeting is April 23", which is close to the deadline for the house of origin.

Mr. Room commented that board Members or the Executive Officer may expect to be called
to that hearing to testify.

MOTION: To authorize the president and executive officer to negotiate future
amendments to legislation as needed.

M/S: DAZE/SWART

SUPPORT: 12 OPPOSE: 0

President Powers asked the audience if there are any comments or questions for the board.
There was a question from the audience on clarification of the next board meeting.

Ms. Herold provided the date and location for the next board meeting, which is April 23
(Radisson Hotel - Sacramento) and 24" (Department of Consumer Affairs — Sacramento).

Ms. Herold stated that an agenda has not yet been published. She gave a brief summary of
what to expect at that meeting, which will include a lengthy session on legislation, possible
presentations based on e-pedigree, as well as discussions on public education and
licensing issues. Ms. Herold said that any items relating to E-Pedigree will most likely be
placed on the agenda of the first day of the meeting.

Tony Ross addressed the board. He stated that he works with companies that will be
involved in meeting the e-pedigree law requirements. Mr. Ross suggested that the board
attempt to clarify all the gray areas (i.e., inference, grandfathering), questions and barriers
that are potentially slowing down the process for the industry as a whole in completing the
various stages of implementing.

The meeting was adjourned at 3:45p.m.
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' Medline Industries, Inc.




' Surgical Convenience Kits

| @ Designed to improve efficiencies, reduce

| costs for surgery |

J e All items needed for procedure are in one kit
e Kits are typically hospital or even surgeon

1 specific

. o Kits will include a combination of OTC and

. Rx devices, non-medical items, and OTC and
Rx drugs.




' Surgical Convenience Kits

Contents dictated by customer

Often, contractual obligations require specific brand
name products

The unit of sale to the customer is the entire kit
Minimal labeling
RXx device

Placing drug in kit allows surface sterilization, so
bottle can be placed on sterile field
- Some Rx drugs may be placed in a separate module —

combination of Sterile kit, individually packaged sterile
items, IV solutions, non-sterile items. “One stop shop”
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' Surgical Convenience Kits

e What types of Rx drugs?

— Anesthetics (lidocaine, marcaine)

~ Sterile 0.9% saline (for drug dilution)

- Sterile Water
- IV and Irrigation Solutions
1 o Under PDMA, these are typically considered low risk
. for counterfeiting
—~ Very low cost/low margin

e Cost to manufacture is too high vs. available market price

e High volume — efficiencies of large scale production
e “Don’t counterfeit pennies”
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' Surgical Convenience Kit
<

— No “street” demand

Typical targets of counterfeiting are those that have black or grey market appeal
and can be sold or dispensed in smaller volumes (pill format: designer drugs;
pain killers; internet sales)

e Challenges for ePedigree and Serialization
- One kit may have multiple different Rx drugs

Liﬁocaine 30 mL, Bacteriostatic 0.9% Sodium Chloride 30 mL, Sterile Water 50
mL;

Kit may contain yet another sterile packaged kit, with one or more Rx drugs

Kit may have both — another prepackaged kit with 1 or more Rx drugs, plus Rx
drugs in the main kit

Each kit production lot may have more than one lot number of a given Rx drug

- Drug shipments do not come in uniform lots. That is, 10 cases of lidocaine received
from the mfg may be made up of 5 cases lot A, 3 cases lot B, and 2 cases lot C. May
need all 10 cases to make a 1 month production run of kits (typical production runs are
6 week to 3 month supply). Short runs = higher costs
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' Surgical Convenience Kit - Label

,,:,,,!
il
A

e As the legal unit of sale is the entire kit, the

carton or shipping label only identifies the kit
information itself

— Item number, description, and Lot #
e Dr. Jones Heart Pack
e Lot ABCD, Exp. 10/09
e 2 per case
e Sterile
e \Warnings (i.e., latex.)






' Surgical Convenience Kit

. e Kit insert typically lists the contents

e Large kits (heart packs) — this may fill most of
an 8 2 x 11 sheet or even go to 2 pages

e Must include required warnings (latex)




Labeling

| e As the kit is regulated as a device (or
. combination product), the kit itself does not
have an NDC |

- NDCs technically should only be assigned to
drugs

- NHRIC is the device equivalent, but is not often
used

e Cannot tell exactly what lot numbers are
inside of a specific kit




' Labeling

e Possible for multiple kits in a case, to all have
| drugs from different lots |

e From a manufacturing perspective, ability to

. put this information on kit label and carton
label extremely challenging

- Manual process

— Error prone

- No way to verify accuracy, without destroying
sterility of the kit itself




. ePedigree Challenges

| e Current pedigree formats were not designed
. to accommodate kits

4 e From a manufacturing perspective, cost to

; limit run to only using 1 lot of a given drug

- would be prohibitive

' e Contract manufacturing is also an issue

e Pedigrees get very complex




of drug being distribuged:

¢ Name, Stength, Dosage Form, Container Size: LIDOCAINE HYDROPHLORIDE
Y/ Repucknger name on contaitier: HOSPIRA

stainer {optional): 0409471365
Quantity Unique

Serinl #

210.000

Irugs included in the repackeged lot idenfiffied above: linclnde pedigrees on aftached papes 85 necessary)

1 37040DD

1,000
+ & informadlon for anhentioation:
JTENNIAL DR
YHERSON X5
CARE@HOSHIRA.COM
H

71563
il #

* & information for suthenticadon:

il

dfirm that, the information conigined on lus pednglee is arcura

vedo, YC

Repackapged Repacksged
Product ' Prod. 8KIU #
" TRAY SPN QNEE25G3.5 LML 405706

OWNERSEHIF HISTORY

INJECTION, 10 MG/ML INJECTION, 3 ML

Reference Number: 70064208

Document Type: Shipment Mumber

Refersnee Date: 02/01/2008

(related to the sale by the repacksger fdentifted below)

LPHYSICAL DISTRIBUTION HISTORY

1. WHOLESALER/ REPACKAGER THAT FURCHASED FROM THE MANUPACTURER

Name: Becton Dickingon aod Comipany
Address: 1 Becton Drive, Franklin Lakes
New Jersey 07417

Date Purchased & Rel #: 10/092007 [ 138101
Print Name of Recipient:

Signature of Reciplent

To sathenticste a4 suhsequem {ransaction, comisef:
Name:

Telephone Niumber:

Email Addregs:

2.SUBSEQUENT PHYSICAL DISTRIBUTION HISTORY

Name: STERLILIZATION SERVICES OF TN INC
Address: 2396 FLORIDA ST

MEMPHIS TN 38109

Date Parchased & Ref #: 12/14/2007 / 405706
Print Name of Recipient: Jodie Jefferson
Signature of Reciplent; jefferson]

T avihenticate a subsequent fransacton, contact:
Name; )

Telephone Number:

Email Address:

Pedigree Coordinator

Wame: BAXTER HEALTHCARE (1XC)
Address: 911 HIGHWAY 61 N

CLEVELAND MS 38732

Date Purchased & Ref #: 10/09/2007 f 138101
Print Name of Regipient: Riddell Katherine ©
Siguatire of Reclpient: riddeli

© To authenticate o subsequent mansaction, contact:

Natne:
Tclephone Number:
Buil Address:

3.SUBSEQUENT PHYSICAL DISTRIBUTICN HISTORY

Name: BAXTER HEALTHCARE
Address: 4835 MENDENHALL RD §

MEMPHIS TN 38141

Date Porchased & Ref &1 12/20/2007 | BDB43IG3367AA
Prine Name of Recipient Malone

Siguature of Recipient; MALONESL

To authendeate 8 subsequent transacton, contact:
Name:

Telephone Number:

Benafl Address:

ﬁﬁﬁﬁﬂwfg r;{lé g%b;i%or sales and distributions have been authenticaled, if vequired.
FEB 2 ¢ 2008



of drug being distributed:

ig Name, Strength, Dosage Form, Contalner Size: LIDOCAINE HYDROCHLORIDE

w/ Repackager mame on contaiver: HOSPIRA
mtainer {optional): 0409471365
Quantity Unigue
Serisl #
210.000

drugs incloded in the repackaged lot identified
n S7040DD
1.000
s & Information for authenteation:
INTENNIAL DR
PHERBON K&
RCAREGHOSPIRA. COM
¥

471363
ial #

Y]

i & information for authentication:

ial #:

affirm that she information contyined on ¥R

Repackaged Repackaged
Produst Prod. SKU #
TRAY SEN QNKE25G3.5 LML 405700

above: (nclude pedigrees on attached pages as necessary)

4, SUBSEQUENT PHYSICAL DISTRIBUTION HISTORY
Mame! Becton Dickinson and Company

Address: 2350 Reeves Road Plainfiald

IN 46168

Date Purchased & Ref #: 09/20/2007 / 4501352024
Print Name of Recipient: MELISSA FORBES
Signature of Recipient: FORBESM Signature on file,
‘To authenticate a subsequent transaction, contact:
Name: Terrle Okken

Telephonsg Number: 1-888-237-2762

Emait Address: pedigree@bd.com

SUBSEQUENT WHOESALE DISTRIBUTIONS (repeat as necessary): . ‘

#1 Above SOLD T

Name: MEDLINE IND BELLEVILLE MI
Address: MUNDELEIN ‘
1.,60060-0876

Date Purchased & Ref #:

Frint Name of Recipient:

Signaluee of Recipient:

Name of Aullenticator;

Signature of Authenticatnr:

To authenticate a-subsequent transaction, conlaet:
Name:

Telephone Number;

Email Address;

Dadinras CC}Ofdln&tﬂf

INFECTION, 10 MG/ML,INJECTION, 5 ML

Reference Number; 70064208

TDocument Type: Shipment Number

Referemee Dater 0240012008

{related to the sale by the repackager identified below)

3. SUBSEQUENT PHYSICAL DISTRIBUTION HISTORY
Narie:
Address:

Date Purchased & Ref & /

Print Name of Reclplent:

Signatme of Hecipient:

To anhenticate a sulisaquent iransactian, contct:
Nameé:

Telephone Number:

Bmail Address;

SHIPFED TO:
Name: MEDLINE IND ROMULUS

Address: 6305 COGSWELL RUAD

ROMULUS

MI, 48174

Date Purchased & Ref #;
Print Name of Recipient:
Signature of Recipient: -
Name of Authenticaton:
Signature of Authenboator

To authenticars o subsequent wansaction, contaot;
Name:

Telephone Number:

Esmail Address:

pedigree is accumte andl c% Tipie tkzm %mt rior sales apd disiributions have been authenficated, if required,
Jennlie

FEB 26 2008

Tase
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Jennifer KeetonyPF... | is material 406102 the same as ZT0768

Julian Wingard/FLK... Jet me chedk _

" Julian Wingard/FLK... .o, itis a new fray wrth no 2t tlm&refermcc '

Julian Wingard/FLX..,  2TO78R is a 406101

Jermifer Keelon/PF.. [ did receive the pedigrees for matesials 406102 and 405706 but who do 1 contact to find out
what drigs they have In them

Jennifer Keeton/PF..  and the giys for each drug to make sure pedigrees are corract

Julian Wingard/FLK...  in SAP it shows for 406102 SODIUM CHUORIDE INIECTION, LIDOCAINE HYDROCHLORIDE
WIECTION, 1 of each per each

Jubian Wingard/FLK... - 405706 LIDOCAINE HYDROCHLDRIDE - INIBCTION 1 pez‘ each

Jenmifer Keetory/PF..  kiy }

- Julian WingardfFLK... ~ no problem

€



Jennifer Keeton/PF...
Jenpifer Keeton/PE...
Julian Wingard/FLK...
Jullan Wingard/FLK...
Julian Wingard/FLK...

Julian Wingard/FLK...

- i'need ko know the pencefitage and ml

do you hawve that info for materials 406102 and 405706

et me look in SAP

406102 SODIUM CHLORIDE BNJECTION, 0.90%, 16 ML
406102 LIDOCAINE HYDROCHLORIDE , 10 MG/ML,S ML
- 405706 LIDOCAINE HYDROCHLORIDE , 10 MG/ML,5 ML



| ePedigree and Serialization challenges
e Example above is for 1 drug in 1 kit
2 e Gets more complex with 2 or more drugs!

e Gets really complex with multiple drugs and/or multiple sterile smaller kits with
drugs.
e Serialization poses even more challenges

- Multiple drugs and other kits w/in kits, with drugs

- Multiple technologies — nothing standard. 2-D barcode vs. RFID (in multiple formats)
vs. human readable

- Ability to then serialize this information to the kit level — no clear way that this can be
done effectively and efficiently.

- How can a customer verify? Currently cannot read any information from outside.
Cannot check actual drug labels inside of kit without destroying kit.

e Technology to read “thru” packaging will not work if mfg uses 2-D technology

~ How to create kit serial number that captures ALL of the information from multiple

grugs, or kits with multiple drugs AND smaller kits with additional (maybe multiple)
rugs.




'Serialization Challenges

e No clear guidance — even on Federal level (track and
trace technology) — for repackagers/kit packagers.

. e Impossible to put system in, until we know what our

| suppliers are going to do

-~ Recent survey of key Rx drug suppliers yielded little of

value
e “We are evaluating multiple technologies”

—~ Means a kit packer cannot meet a 2009 deadline for
serialization




~ Ideas and solutions (7?)

. o Possibillities:
- Pedigree only on kit

e Kit mfg must supply details upon request
- Pedigrees in two steps

e Main or first page identifies the kit

e Subsequent documentation identifies the drug
information

| e Sterilization only of kit
- Documentation available of items inside

N NI e




Pedigree only on Kit
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SELLER ' TRANSACTION

Medline Industries, Inc.|Transfer|Medline Industries, Inc.

" BUYER

TRANSACTION TRANSACTION DATE |
IDENTIFIER ‘ ‘
110138036004 Dec 2007

Seller: Medline Industries, Inc.
One Medline Place, Mundelein, IL 80060 US

Shipped Productos Medline - Laredo

From: 12002 General Milton Drive, Laredo, TX 78041

us

Transaction 1101380360
ldentifier: PurchaseOrderNumber
04 Dec 2007
ithentication DEBBIE WOLFE
Contact: 866-358-1704

PedigreelnformationandRequests@medline. com

https://medline.rxsafeguard.com

Buyer: Medline Industries, Inc.
One Medline Place, Mundelein, [L

60060 US

Shipped To: Medline Industries, Inc.
1200 Townline Rd., Mundelein, IL

60060 US

Date 04 Dec 2007
Received:

Attachments: Alternate Scurce Pedigree 1

—ITEMS IN TRANSACTION

Lot:07JB4463 Expiration:30 Jun 2010 Quantity:600

SELLER TRAMBACTION

Medline Industries, Inc.| Sale |LA GRANGE MEMORIAL HOSPITAL

BUYER

TRANSACTION
IDENTIFIER

819945527

TRAME

loa n

Seller: Medline Industries, Inc.
One Medline Place, Mundelein, IL BO0&0 US

Shipped Medline Industries, Inc.
From: 1200 Townline Rd., Mundelein, IL 600680 US

Transaction 819945527

el ik Clalmmim bl cnn e aw

Buyer: LA GRANGE MEMORIAL HOSPITAL

5101 WILLOW SPRINGS RD, LA
GRANGE, IL 605252600 US


http:https:l/medline.rxsafegual'eI.com
mailto:PedigreelnformationandRequests@medline.com

‘ ZVIEDOZ/ECCDIC pedigree Information Fapeort- KBM 2nly Recsipto Dake: LTM0E 2007 15400139
MR/ 100 Nedline Induckris=s, Inc, Dage: 1

Hatarial ey Deacription Lot
DYWDOLLIER 30,000 LACERATICON TRAY OITEAEES

Containg Conpomeantos
Msterial HDC code Legand drug nams Dooage Bize Str

RELAT1I0Z OGS -4TLR - G2 LICCOAIRE HCL INTECTION IRJECTION, SOLUTION 5 ML hE3

#% Coz or more of the following, Totaling TS0, 0000 ER
Lot Numbex Recaived Expires Purchaze Doc  Manufactursy

5510000 D9/ 1B 2007 o0T/31/3010 S001TE328 HOSPIRA WORLDWIDE INC
275 N FIELD DRIVE
LAKE POREST, IL BDO45

E5538000 La/0T 2007 07S3 143000 EQ0LTTEI3 RISPIRA WCORLDWIDE INC
275 W FIBLD DEIVE
LAKE FORE2T, IL 604045

|
|
x
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'ePedigree and Serialization
' Challenges

| @ Should sterilization location be included?
| o Pedigree only start when product is in final,
. finished form? (i.e., post sterilization)

— Contractual relationship btw mfg and sterilizer

—~ Requirement for reconciliation of product
e Low risk of diversion of kit

e Cannot tell what is inside of kit based upon carton and
label




- Challenges

e Contract packager issues? (these exist for
Rx drugs, as well)

- “Legal’ mfg vs. “actual”
e Proprietary information (some mfg protect

sources/contractors)
| @ Direct purchase — or, recognition of secure
supply chain

- For example, do not require if contracts, etc. exist
between parties (sterilizers)




/

' Challenges

e Intra-company transfers

- Mfg plant ships to sterilizer, all owned/operated by
same company

- Need to pass a pedigree “across the hall™?

— Stock transfers of goods

e Kit with Rx drugs, that contains a purchased
Kit, which then contains an Rx drug
- How to track on the kit pedigree




| Challenges
e Small kit manufacturers in states that do not have

Pedigree requirements outside of the PDMA.

- Don’t sell into states with requirements, therefore, refuse to
provide information to repackager or kit manufacturer

- Privately held — consider all sales information “proprietary”
| @ How to serialize a kit? Or a kit with multiple drugs?
| - Technology
- Confirmation




' Real Life Challenges

Proprietary information (such as, quantity sold, or
sold to information, or source) — mfg refuses to give
information

Lag time to receive pedigrees

- - Especially true for manual/paper pedigrees

- May not arrive with or before shipment

Lag time to authenticate (up to 4 days for some
electronic systems)

Location of authenticator



Real Life Challenges
e Employees concerned about liability

- What happens if they sign and something is found to be
wrong?

e Vague requirements for existing laws— lots of
| interpretation issues

. e Logistics of adding information to labels

| o Varying definitions of “manufacture”

e Legal status of a kit

- Repackager? Relabeler? Manufacturer? Or all three?

e FDA considers relabeling and repackaging, as well as
sterilization, to be manufacturing activities




' Real Life Challenges
.

| e Pedigree in CA begins with MFG.

- Who is the mfg? What about contract mfg? API suppliers?
| e Cost vs. benefit

— Costs passed down ultimately to patient

~ Benefit vs. low risk of counterfeit -
— Focus on high risk?

| @ Closed nature of kit adds extra layer of protection
against tampering but hampers serialization




' Proposed solutions
e Pedigree and serialization relates to kit as a whole

- Mfg. produce Rx drug information upon request
—~ Mfg. assigh NHRIC vs. NDC for tracking

- Mandate technology to assure consistency; contain costs
e High investment costs to buy equipment for all possible methods

| o Pedigree in two parts

— Initial for kit, 2nd part specific to drug(s) in kit

. - How to handle kit within a kit — track kit only in this instance
| e Authentication issues of the kit within a kit

| e Labeling changes

~ Challenges for space; accuracy (if lot # included)

— Verification challenge




Proposed Solutions
e Industry proposed exemption of surgical
. convenience kits for ePedigree

- Require contracts, secure supply chain

- Absent compliance with the requirements would
need a pedigree

| e Serialization — only of Kit.
| o Exemption kits that contain low-risk drugs




Generic Pharmaceutical Association
(GPhA)

California Board of Pharmacy
Enforcement Committee Meeting

March 25, 2008




Resources Expended by Generic
Manufacturers to Date

Following is a sampling of employee hours and out-of-pocket expenses
expended by generic manufacturers to work toward meeting the
California requirements:

« Manufacturer A: 3000 hours and $200,000
Activities include working with a third party consultant to meet California
requirements

« Manufacturer B: 800 hours and $525,000
Activities include testing a pedigree document management system with
wholesalers and retailers

« Manufacturer C: 2000 hours and $55,000
Activities include implementing Advanced Ship Notice

» Manufacturer D: 6200 hours and $4,124,000
Activities include upgrading its warehouse management system to
accommodate serialization

« Manufacturer E: 4000 hours and $555,000
Activities include conducting a pilot study with Wal-Mart

Identity withheld to protect confidentiality




The Generic Industry Is Working to

Implement Serialization

Steps taken to date include:

Selecting and implementing solutions for e-pedigrees

Soliciting proposals for packaging line and other hardware modifications,
middleware, and internal or external data centers

Conducting studies of optimal placement for RFID tags and determining the
best RFID tags available for specific applications

Testing pedigree sharing solution with major wholesalers and retailers

Working with vendors to convert existing serialization systems and data
structures from lot-level to item-level serialization

Working with consultants to determine best approaches to supplying
serialized products

Implementing systems, such as Warehouse Management System (WMS)
and Advanced Ship Notice (ASN), to allow for the serialization of product

Hiring staff to assist in complying with California requirements
Conducted pilots with major supply-chain partners, including Wal-Mart




The Generic Industry Is Working to

Implement Serialization

General Timeline of Major Events:

N S O A T T AN R R SRR e
b et R i N e R e e S e S e S e i

Several manufacturers began planning and conducting
pilots with major supply-chain partners, including Wal-

‘Mart, in 2004.

Several manufacturers began working with outside
consultants to develop serialization solutions in 2005.

Several manufacturers began implementing Advanced
Ship Notice to assist in providing serialization in 2006.

Several manufacturers began implementing major
modifications to their systems, including Warehouse
Management System, in order to comply with the
California requirements in 2007.




Serialization Start-up Coss

+ We estimate that the start-up costs for the equipment needed to
m_cl)lc_:lify packaging lines will cost generic producers over $500
million

« Data varied widely with some manufacturers reporting costs up to
$2M per line

Estimated Number of Packaging Lines Serving 275
Generics*

Packaging Line Serialization Equipment Upgrade

(Hardware, Installation, Validation, Professional X $650,000
Services, Education, Middleware, and License Fees)

$503,750,000

Cost to Upgrade Packaging Lines

*Packaging line estimate extrapolated from data provided by a subset of generic manufacturers.
Some industry members estimate the number of packaging lines to be over 1000.




Serialization Start-up Costs

* There are additional start-up costs as well
— Acquiring servers to house and process data

— Adjustments to shipping areas of
manufacturing plants and distribution centers

— Testing new lines, including procuring any
regulatory inspections and approvals needed

— Reviewing and modifying operating
procedures

— Packaging line downtime for construction and
testing




Serialization Operating Costs

St

 |tem-level serialization adds costs to the
production of individual packages

« Serialized labels will be more expensive than

those currently in use
— Labels including RFID technology will cost between
$0.25 and $0.30 more than the labels currently in use

— Labels with pre-printed 2D barcodes will cost between
$0.02 and $0.03 more than the labels currently in use

— There are additional operating costs as well. For
example, outsourcing data management can cost

$0.10 or more per item




Serialization Operating Costs

* We estimate that the annual operating costs for
generic oral solids are approximately $350 million.

+ This estimate excludes the costs for all other
dosage forms, which will be significantly greater
than the costs for generic oral solids.

* For example, one GPhA member alone disclosed
that it sells vast numbers of injectable units per year
that will require serialization, which are not

accounted for in this estimate.




Serialization Operating Costs

RFID Tag Cost per Unit (25 - 30¢) $0.275
Vendor Data Management Fee per Unit (10 - 14¢) + $0.120
Cost per Unit = $0.395
Generic Oral Sold Units to be Serialized (Source: IMS Health) X 858,860,000
Recurring Annual Cost for Unit Serialization of Generic Oral Solids = $339,249,700
Estimated Number of Lines Serving Generics* 775
Annual Maintenance Cost per Line X $22,500
Recurring Annual Cost for Line Maintenance = 17,437,500
Total Annual Operating Costs $356,687,200

*Packaging line estimate extrapolated from data provided by a subset of generic manufacturers.
Some industry members estimate the number of packaging lines to be over 1000.




28TH EDITION — 2008 — APPROVED DRUG PRODUCTS LIST <—1
APPENDIX <C
UNIFORM TERMS

DOSAGE FORMS

AEROSOL
AEROSOL, FOAM

AEROSOL, METERED

CAPSULE

CAPSULE, DELAYED REL PELLETS
CAPSULE, DELAYED RELEASE
CAPSULE, EXTENDED RELEASE
CLOTH

CONCENTRATE

CREAM

CREAM, AUGNMENTED

ELIXIR

EMULSION

ENENMA

FILM, EXTENDED RELEASE

FOR SOLUTION

FOR SUSPENSION

FOR SUSPENSION, DELAYED RELEASE
FOR SUSPENSION, EXTENDED RELEASE
GAS

GEL

GEL, AUGMENTED

GEL, METERED

GRANULE

GRANULE, DELAYED RELEASE
GRANULE, EFFERVESCENT

GUM, CHEWING

IMPLANT

INHALANT

INJUECTABLE

INJECTABLE, LIPID COMPLEX
INJECTABLE, LIPOSOMAL

INSERT

INSERT, EXTENDED RELEASE
INTRAUTERINE DEVICE

JELLY

LIQUID

LOTION

LOTION, AUGMENTED
LOTION/SHAMP OO

Note: Terms comprise currently marketed products:

@] ] N

OH/DROPS

OINTMENT

OINTMENT, AUGMENTED

PASTE

PATCH

PELLET

POWDER

POWDER, EXTENDED RELEASE

POWDER, MIETERED

RING

SHAMPOO

SOLUTION

SOLUTION FOR SLUSH

SOLUTION, GEL FORMING/DROPS

SOLUTION/DROPS

SPONGE

SPRAY

SPRAY, METERED

SUPPOSITORY

SUSPENSION

SUSPENSION, EXTENDED RELEASE

SUSPENSION/DROPS

SwWwAB

SYRUP

SYSTEM

SYSTEM, EXTENDED RELEASE

TABLET

TABLET, CHEWABLE

TABLET, COATED PARTICLES

TABLET, DELAYED RELEASE

TABLET, DELAYED RELEASE, ORALLY
DISINTEGRATING

TABLET, EFFERVESCENT

TABLET, EXTENDED RELEASE

TABLET, FOR SUSPENSION

TABLET, ORALLY DISINTEGRATING

TAPRPE

TROCHE/LOZENGE
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Scott Turner
Vice President, Supply Chain Management
March 25, 2008

Pharma, Inc.

™



mPosition to meet ePedigree Laws
m About Sciele Pharma |
mWhy Additional Time?

B Material Differences

mSciele’s Intent

mSpecific Barriers




Position to meet ePedigree

B Transaction Security
- Compliant by January 1, 2009

m Full Compliance

- Request extension by no more than 2 years
- Objective to meet during 2010

B Sciele supports mandate to become
compliant in name of protecting the
California public
- Do not feel this delay puts public at any greater risk




About Sciele Pharma

B Specialize in sales, marketing and development

of branded prescription products:
- Cardiovascular/Metabolic
- Women's Health
- Pediatrics

B Founded in 1992; headquartered in Atlanta,
Georgia; employ more than 900 people

m 2007 revenues: $380 million
m Typical market share is less than 5%
B All manufacturing/packaging by third party




Sciele Pharma Brands

Cardiovascular Women’s Pediatrics
/Metabolic Health

Nlitrolingual® Orapred ODT
(prednisolone sodium phosphate orally disintegrating tablets)

Pu m pSpray PRENATAL VITAMINS—FILM-COATED TABLETS Equivalentto predrisolone 10mg, 16mg, 30mg
(nitroglycerin lingual spray)
0.4 mg nitroglycerin per spray

Renap)HA y
e e rcthyiri

/ Tr|
\/é/ fenoﬂbrate tablets 4 (Me Piphenicele HCI)

s' CLOIY
Fosteum.
(nlsold|p|ne)a —

5111551 g
,,,,,,,,,,,,,, RoNDEC’
| ALTOPREV® P(DNS
 ovatatn exenced-relase ahlets‘ (nefenait aid apsils Z50mg) SYRUP
P RONDEC’
SR ORAL DROPS

FORTAMET

metformin HO! extended-release fablels




B Relocation of Sciele’s distribution center
by first quarter 2009

- Sciele manages the distribution of products to its
customers from its own DC

- Efforts currently underway to identify an alternate
site

- Identification of, relocation to, and implementation
of the ePedigree requirements is not possible by year
end 2008.




Why Additional Time?

m Sciele’s product line is manufactured and

packaged by third parties

- 16 suppliers package product throughout the United
States, Canada, and Europe

- 43 products impacted by this law and will require
supplier alignment on how to implement

- There is not sufficient time to implement the CA
ePedigree solution across all of Sciele’s suppliers by
year end.




Why Additional

m Sciele’s Supply Chain and Information
Technology teams focused on
implementation of the transaction

security requirement for ePedigree

- Sciele’s Supply Chain has undergone substantial
change in the last twelve months; team members < 1
year with company

- Resources allocated to implement SupplyScape’s
transaction security solution and determine the best
solution for product security (i.e. RFID & 2D bar
code).




Material Differences:

2010 implementation

m New distribution center

- Sciele will move into a new distribution center in
early 2009

- selection and design with compliance to the
ePedigree law as a critical success factor.

B Resources

- resources currently assighed to implement
transaction security will realign to implementation
product security

- funds necessary to support this will be budgeted




Evidence of Intent

B Transaction Security is in process with
implementation scheduled for the summer of
2008

- Partnering with SupplyScape to meet this requirement
- Do not foresee any barrier to meet the Jan. 1, 2009 deadline

®m Product Security is under evaluation with
implementation targeted by 2010

- Methods employed to increase learning to achieve compliance:
attendance at RFID conferences and workshops, presentations
to Sciele executive team, and meetings with suppliers and
consultants

- The costs incurred have been primarily to gain an understanding
of options and requirements. These costs and employee hours
have been approximately, $15,000 and 480 hours.




Specific Barriers to 1/1/09

m Sciele’s entire product line is manufactured
and packaged by third parties

“m Relocation of Sciele’s distribution center by
first quarter 2009

m Sciele’s Supply Chain and Information
Technology teams and available resources are
focused on implementation of the transaction
security requirement for ePedigree




Restatement:

Position to meet ePedigree

B [ransaction Security
- Compliant by January 1, 2009

m Full Compliance

- Request extension by no more than 2 years
- Objective to meet during 2010

B Sciele supports mandate to become
compliant in name of protecting the
California public
- Do not feel this delay puts public at any greater risk




Thank You
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Back-up Info




Initial awareness in 1Q07 through websites and journals
Attendance at RFID conference in April, 2007 - one employee
Attendance at RFID conference in October, 2007 - four
employees (DB, ST, CA, GM)

Planned attendance at RFID conference in April, 2008 - three
employees

Multiple meetings with sup{)liers beginning in June, 2007 -
SupplyScape, Axway, rfXcel, Alien, Avery-Dennison

Letter distributed to supply base to understand their
awareness and actions to comply with requirements (using
RFID and 2D barcode)

Attendance at the CA Board of Pharmacy meeting in November
2007 - one employee

Currently registering Sciele products to have GTIN number to
facilitate compliance

Gap analysis underway to identify impact to current systems




Steps to Achieve Com

Development Cost for ePedigree Solution
Hardware
Solution

B Hours Dollars
Evaluation and Selection of Provider _.320
Purchase and Installation of equipment 320
~ Shipipng Validation o 200
~ Packaging Labels Program 40
Shipping Labels Program 40
Shipment Confirmation 200
Secondary validation for RFID } - 200
EDI Interface to SupplyScape (Retreive ePedigree
envelop) 120 B
EDI Interface to SupplyScape (Transmission of :
~ ePedigree envelope to customers 200
EDI interface for final transmission to SupplyScape
with UPS information 120
Testing and validation for 404 compliance of changes
to system
| DMS , B , -
Develop new EDI interface to acknowledge receipt of
return products once return has been processed 200
Testing and validation for 404 compliance 80
Total Estimated Hours 2040 280,000.00*

*not including hardware
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1@.’”?"‘%""'"?@,‘,"? Overview

State of the Standards

State of Standards Adoption efforts

i

GS1 - Standards Update 2008-03-25 v3.ppt 2 ©2007 GS1 US



‘f}_“ﬂa‘f’hm’e Global Standards / Local Support

LY

GS1 Healthcare! Role:

* Global focus
* Standards Development

* Ensuring global standards harmonization
¢ ~ ¢ Communication on global standards and

The global language of business

activities
5/ mem;’:%hﬂanag%?'ﬂé IA ent/ Collabiorative Plarning / Traceabilit
Ty, traini
@J_Eysmm ~ Integrated system of standards
The environment
for global data
synchronisation
Standardised, reliable
data for effective
GS1 Healthcare US Role:
L]
* US focus

* Primary customer contact for US based
companies / divisions and regulators

* Drive adoption / implementation

* Justified US requirements to global
standards development

1 I
1 Note: Former GS1 Healthcare User Group (HUG) and EPCglobal Healthcare and Life Sciences Industry Action Group (HLS) I,"

G381~ Standards Update 2008-03-25 v3.ppt 3 ©2007 GS1US



1 Healthaare VVhy Global Standards and Local Support?

T Global standards applied locally to avert confusion

41 i

¢ < 1. Wilsan »
F-O2088 Paris La Ddélense

Peden.
=i

BLALRA2R00]

Pedea

5 rag/m
==

Smg/wl | Pedea  Sng/rl | Pedea  Swofnl | Pedea  Smy/ml | Pedea  Smy/nl
W e W Ew EE KN

The package has:

Bewscihnd

lﬁﬂ i = Il | i || Eml,u;mmnm

+ 6 machine readable codes (5 barcodes, 1 data ) ]
matrix).

i

» 17 flags (UK, Ireland, Malta, Netherlands, Belgium,
Germany, Austria, France, Spain, Portugal, Greece,
Cyprus, Norway, Sweden, Denmark, Iceland,
Finland) (not Italy)

« 12 different language texts (English, French and

German are used in more than one country).

NE
11

\=74V V)] \331 US
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LHE&IWW@ GS1 Healthcare Standards Development

GS1 Standards Group

2006 2007 2008 2009
- >
GTIN Allocation
AutolD Data
Packaging/ Serialisation
Direct Marking
Carrier
AIDC Application Standards
|
Traceability Healthcare Product Traceability J
| |
1 1
Classification
Healthcare | |
Data Synch T
Data Synchronisation

Work in progress

Work finalised or near closure

Schedule for deliverables to the GS1 GSMP (GS1’s standards development team)

Version 1.6 -- January 2008

GS1 - Standards Update 2008-03-25 v3.ppt

X

©2007 GS1 US



!r':.s Healthcare 1€althcare Product Traceability Standard
=TT Key Points

2 Phase

Phase 1:

By the end of June 2008 draft Traceability in Healthcare Standard based on
existing GS1 Global Traceability Standard (GTS) On Track

Phase 2:

By the end of December 2008 draft Traceability in Healthcare Implementation
Guidelines, Case Studies, Best Practices

Membership:

87 Registered members (i.e. active participants) from Turkey, Australia,
Germany, US, Ireland, Austria, Canada, England, Hong Kong, New Zealand,
Norway, China, Brazil, France, Netherlands, Croatia, Chile, India and
Sweden

>280 Opted in to receive work team communications

GS1 — Standards Update 2008-03-25 v3.ppt 7 ©2007 GS1 US
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@7 Healthare GS1 Healthcare US Standards Adoption

a

( 2008 fC 09 )
' Business Case
Traceability for Traceability | — I
Adoption Pedigree
Change Request |
I l I
Pedigree/EPCIS
=]
o
G
c Data —
©| Synchronization | 3HSN Toolkit
-1
3
<
®
Location ID ]
O GLN Toolkit——
Product ID GTIN Toolkit
Assessment Development Education Promotion Pilot * Adoption
Version 2.0 — March 2008 II g | I
9 ©2007 GS1 US
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@1 Healthcare Understanding the Pedigree / EPCIS Assessment
TS — Origin of the standards

Pedigree Messaqging Standard EPCIS Standard

EPCalobsf Core Servicas
LR LT

prry SaReant? dantaty

Subacriber EPCIS ONs Manager

H Authentication Biscavery Root Number
Ped Igl’ee 48 1 1 {rany (rany Assignment

M N ¥ {offiine service}
PharmaDru gBD)\ (¥BO} ONS Iace
NDC%] et N Mo
. anal Subscriber ONS Intertace | | Partner EPGylobat Subs
Manufacturer || & piifeie A

Wholesaler 4 e
Pharmacy &

ARARSTO AL PRI A0
EPCIS Accessing
Application

T maor o mese

EPCIS Query Inferfaces
{Control and Caflback}

o| s

Figure 2-1 EPCIS
and Other EPC
Staudards

i (33T ES IRt AN IA RIS
EPCIS Capturing
Application

Key:
= Interface
'] =Role

» Purpose built (Drug
Pedigrees)

» Fully Formed Pedigrees

> Extensible

Filtering & Collection
{“RFID Middleware"}

TR

sheet

gz segepadrregny
RFID Reader

» General Purpose tracking
platform

» Query / Response Language I"

> Extensible 1B

GS1 - Standards Update 2008-03-25 v3.ppt 10



1 Healthcare Understanding the Pedigree / EPCIS Assessment
3 Extensibility

Pedigree Messaging Standard EPCIS Standard
pedgree "1 Trading Partner
Agreements
Manufacturer @ Vocab u Ia
Wholesaler @ ry
Pharmacy @ EPCIS
> New versions can add > Made fit for specific processes by
additional data addition of
» Data can be extracted to »Business Vocabulary
support other processes »Trading Partner Agreements

*eProof of delivery

*Promotion management

*Customs clearance I" LI

‘Pedigree
GS1 - Standards Update 2008-03-25 v3.ppt 11 ©2007 GS1US



@1 Healthare FOllow Up Items - Summary Update

Current Status

Weekly conference calls to work on follow up items

Inference

Standard

Assign Document & Status
Responsibility Identify Item
1 Unlt Dose Serialization Individual company Business Practice On going
. . . Pedi WG rted by C t c
? | Receipt of Partial Shipments || "9 Supported by Curren ompleted
= Pedigree WG Supported by Current Completed
3 Drop Shlpments Standard
. Industry A S rted by C t (of leted
4 Slgn & Cert. Inbound ndustry Assoc Stua%I:Ioar: y Curren omplete
Pedigree WG Supported by Current Completed
5 | Resale of Returned Product Standard
6 Intra Com pany Transfers Individual company Business Practice Completed
. . Industry Standard enhancement | Completed
7 Voided Pedigrees Podigres WG
8 Individual company Supported by Current Completed

GS81 — Standards Update 2008-03-25 v3.ppt
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California Board of Pharmacy

Presentation:

Track & Trace Solutlons for Electronlc
Pedigree Compliance

Catalent Pharma Solutions

Secure Symbology, Inc.

A

Reliable Solutions. Inspired Results. Cata Ientm
}ﬁ'



Introductions

About the Companies
Serialization Lessons Learned
Catalent POV on Adoption
Systems required and challenges

Addressing the Data Challenge - The Serialization
Vault

The technology in application — Actual Case Study
Questions

Catalent/

,‘



Introductions

e Akan Oton
Global Marketing Director
Catalent Pharma Solutions
Akan.Oton@Catalent.com

e Hans Hultgren
Division Lead - Denver Integration Center
Secure Symbology, Inc.
HHultgren@securesymbology.com




About Catalent

Catalent Pharma Solutions

« Leading provider of advanced technologies as well
as development, manufacturing and packaging
services for pharmaceutical, biotechnology and
consumer health companies in nearly 100 countries

« Offering customers nearly 75 years of experience
in providing advanced technologies and consistent
product supply

« Holding more than 1,400 patents and
patent applications

« Working with 49 of top 50 global
pharmaceutical companies

« Working with 36 of top 50 global
biotech companies




California Board of Pharmacy

Presentation:

Track & Trace Solutions for Electronic
Pedigree Compliance

Catalent Pharma Solutions

Secure Symbology, Inc.
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Reliable Solutions. Inspired Results. Cata|e t
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Introductions

About the Companies
Serialization Lessons Learned
Catalent POV on Adoption
Systems required and challenges

Addressing the Data Challenge — The Serialization
Vault

The technology in application - Actual Case Study
Questions

Catalegt/



Introductions

e Akan Oton
Global Marketing Director
Catalent Pharma Solutions
Akan.Oton@Catalent.com

e Hans Hultgren
Division Lead - Denver Integration Center
Secure Symbology, Inc.
HHultgren@securesymbology.com




About Catalent

Catalent Pharma Solutions

« Leading provider of advanced technologies as well
as development, manufacturing and packaging
services for pharmaceutical, biotechnology and
consumer health companies in nearly 100 countries

« Offering customers nearly 75 years of experience
in providing advanced technologies and consistent
product supply

« Holding more than 1,400 patents and
patent applications

«  Working with 49 of top 50 global
pharmaceutical companies

« Working with 36 of top 50 global
biotech companies

A

. Catalent



Co”ntra(':t The largest global pharmaceutical contract
Packaging packaging organization

Globally package over 80 million doses per day in

240 global packaging suites

Fully integrated, clinical supply organization with
Clinical facilities in US and Europe
Packaging Supported over 3,500 clinical studies

#1 supplier of pharmaceutical printed components
Printed Deliver more than 150 million printed cartons and
Components

inserts per month. Leading Supplier of
pharmaceutical labels

Catalent/

,



About Secure SymboIng, Inc.

About Secure Symbology®, Inc.

A leader in Track & Trace technologies that leverages 2D
barcodes and RFID starting at the item level and continuing
through to the case and pallet

Combine barcode technology with the ability to create,
verify, compile and transfer serialized data with a safe,
specialized database

Technology facilitates tracking and tracing of product
through supply chain

Technology can be integrated into manufacturers existing
packaging lines

lHl Secure Symbology™



History
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Lessons learned

« RFID & Serialized Barcodes should be implemented as
complementary technologies

« Implementation of Serialized Barcodes provide a cost-
effective and immediately implementable approach for early
adopters of track & trace.

« For successful adoption, Regulators must allow for inference
practices, i.e. between units and cases.

8 Catalepjc/



Catalent POV on Adoption Rates

Manufacturers & 3PLs at Various States of Readiness
« Minority have solutions in place (internally)

- Many are seeking solutions for internal capability or planning
to establish an outsource relationship for serialization

- Catalent seeking to provide either a short term bridge or be
a long term provider
— to help offset costs of compliance for smaller players
— or cost effective solution for larger companies

- Actively working with various manufacturers

9 Catalent/
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Capabilities/systems needed to

enable e-pedigree

11

. A data carrier that complies with your trading partners

infrastructure - Example: 2D barcode or RFID.

. Packaging equipment and process procedures for product

serialization.

Secure, scalable database to store serialized nhumbers and
associated data.

. Communication protocols to exchange data between SAP, ERP,

WMS, e-pedigree provider, and the serialization database.

. e-pedigree provider that is EPC certified.

Catale t/
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Third Party

Online
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e

Packaging Line

12 Catalepjcw 7
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Packaging operation challenges

Equipment to serialize the packaging pieces
« Limited footprint on the pharmaceutical package
to apply the code

« Equipments ability to control the package to obtain
good print quality while printing a high resolution
code

« Ink adhesion and durability to package substrate

« RFID encoding, reading, interference, & duplication
New aggregation challenges |

« OQOperator interaction

« Accurate accountability of the unit-of-sale as it
progresses through the aggregation steps

14 Catalepj/



Data challenges

Massive data volumes

« Millions of serial numbers

« Historically maintained for compliance

« Terabyte storage required

Many systems involved that need to be intergrated
« Multiple ERP systems, WMS systems, ePedigree systems
« Multiple data exchange protocols

Auditability

« Audit trail of each data point

Visibility

« Access to all serialization data

15




SSI data management solution

Store all serialization data in serialization-specific database
called the Serialization Vault

« Packaging data
« Distribution data
« Trading partner data

Provide each manufacturer with its own Serialization Vault

« Hosted and managed by SSI
« 100% accessible by manufacturer

Integrate all supply chain systems with Serialization Vault
« ERP, WMS, etc.

Facilitate or enable integration with software applications
involved in serialization and Track & Trace

. ePedigree, authentication, etc.

16



Features Overview

ePedigree

EPCIS

Authentication

Recall
Management

Returns .

Chargeback :

Process,ing;i Reconil,igtiph 5

i

Serialization Data




Serialization vault concepts

Designed and Built Specifically for this Purpose
leveraging expertise in:

« VLDB - Very Large Database concepts

« Data Warehousing 2.0 — Best Practices in DW

« Data Vault Data Modeling Approach

« Dynamic and Active DW concepts

« Generation 1I, EDW Architecture

« Secure & Auditable, Built to SEI CMM Level 5

« Dynamic Access through Web Services

18 [H Secure Symbology™



Serialization vault features

« ADbility to Scale to Any Volume

« 100% Auditable and Compliant

« Highly Secure

« Compliance with Current & Future Requirements
« Full Suite of BI capabilities and Data Marts

« Rapid Integrations with External Systems

« “Light Touch” Approach to Entire Process
Platform for high ROI Opportunities

19



Advantages to the manufacturer

Ownership
« Data held in singular, manufacturer-owned database
Control

« Manufacturer decides which systems, trading partner exchanges,
and software applications will be used

« Not held captive by specific set of vendors

Visibility

« One place to access data and generate reports

Conservation of resources

« Data storage and integration handled by SSI

Compliance

« 100% auditable and compliant

« System can adapt to rapidly meet new industry requirements

20



Advantages to the manufacturer

e Chargeback reconciliation
« Reduce/eliminate duplicates

Returns processing
« Inject validation into process
e Recall management
« Surgically locate affected product
e Counterfeit reduction

e Consumer touch points

21



Serialization Vault Bottom Line

e Available Today

e Enables Serialization & related Data Management

e Turn Key System
(Line Serialization & Serialization Vault)

e Rapid Deployment (in 90 to 120 days)

e Easily Integrates with existing related systems
(including existing WMS and ERP - Oracle, SAP)

e Strong ROI Opportunities

22



* Akan Oton

* Hans Hultgren |
Catalent Pharma Solutions Secure Symbology, Inc.
Akan.Oton@Catalent.com

hhultgren@securesymbology.com

Reliable Solutions, Inspired Results”

Catalegt/
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Catalent Packaging Line
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Cartoning line with 2 levels of aggregation
« Carton serialization (2D Barcode)
« Carton to case aggregation (2D Barcode)

« Pallet aggregation (2D Barcode 4
s ggregation { ) Catalent™



ORACLE

ePedigree and Serialization

Jon Chorley
Vice President, Applications Strategy

CALIFORNIA STATE

BOARD OF PHARMACY
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. Safe Harbor Statement

The following is intended to outline our general
product direction. It is intended for information
purposes only, and may not be incorporated into
any contract. It is not a commitment to deliver any
material, code, or functionality, and should not be
relied upon in making purchasing decision. The
development, release, and timing of any features
or functionality described for Oracle’s products
remains at the sole discretion of Oracle.

CRACLE



. Presentation Topics

 Oracle Background
A History of Commitment in Life Sciences

« Oracle’s Strategy
« Solution Analysis

ORACLE




Oracle At-a-Glance

Founded in 1977. Headquarters in Redwood Shores,
CA with operations in 145 countries.

» 275,000 total customers * 17,700 partners
» 220,000 database customers
* 30,000 applications customers
* 19,000 SMB apps customers
* 30,000 middleware customers ¢ 7,000 support staff

* 60,000 employees
* 14,000 developers

Globally...

#1
#1
#1
#1
#1

in Database

in Supply Chain Mgmt

in Customer Relationship Mgmt
in Human Capital Mgmt

in Industries
Retaill

Communications

Public Sector

Professional Services

Financial Services

ORACLE




. Oracle in | Why we are here:
Life Sciences | We have a responsibility

20 of the top 20 pharmaceutical companies run
/ 3g| Oracle Applications

i 20 of the top 20 pharmaceutical companies run
Oracle Technology

i 12 of the 12 pharmaceutical companies of Fortune
| Magazine’s 2005 global top 500 run Oracle Applications

e

] - 10 of the top 10 contract research organizations

LW
"__ﬁ"‘""m !it X

f ;ﬁ,@«** ff’ (CRO) run Oracle Applications

ORACLE



. Oracle’s Solution for Pharma / Biotech

Support for Key Business Processes

| . Sales, \
| /) & Supply ) Marketing, ,)
/ Chain Mgmt / /' and Service / ,
4 ) gL , /
4

B (o b T W S M e R e e e W M M M M N M M e e e e e e R B M M M M e e R A e P e M M M MR M e e e e e e vm M MR R M e e e

Only Oracle Offers...
v An Integrated (Yet Modular) Solution Built on Open Standards
v" A Complete Solution: Database, Middleware, Applications, Services




. A Few Industry Customers...

goevmwcag@ﬂmmm

fi} Bayer

e YT
Genenteclu'n; Igyc:{) E}

TH BUSINESS F .

SANOFi aventis

Bristol-Myers Squibb Company

=

Abbhott Laboratories

biogen idec

MYRIAD

@ sePRACOR

ORACLE




. Presentation Topics

» Oracle Background
» A History of Commitment in Life Sciences

« Oracle’s Strategy
« Solution Analysis

ORACLE
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We are aware of your requirements
Our customers have asked us to provide a solution

Serialization at smallest package level

: Pedigrees created and tracked at the smallest package or immediate container

distributed by the manufacturer, received and distributed by the wholesaler

Uniqueness :

: Uses a unique identification number established at the point of manufacture :
S e ; Target Date

Interoperable

. . . o » California is requiring all drugs

! Interoperable electronic system compatible with all stages of distribution : ) ]

Tununneneunsanreveesiussieaazestenntsnsaenans reasesnsrsnanats pg .......................................... P prescribed in the state to have a
_ complete chain ofcustody

Standards Based i pedigree record from manufacturer
Standardized nonproprietary data format and architecture : fo prescriber by 1/1/09

-------------------------------------------------------------------------------------------------------------------------------------

----------------------------------------------------------------------------------------------------------------------------------
)

Track change in ownership

A record in electronic form, containing information regarding each fransaction
resulting in a change of ownership of a prescription drug

------------------------------------------------------------------------------------------------------------

Certification

Cetrtification that the information contained in the pedigree is true and accurate

------------------------------------------------------------------------------------------------------------------------------------

ORACLE
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Driver

Uncertainty around Standards
Industry Subject to FDA Validation
CA, other states, FDA, EMEA?

M&A brings complicated IT structures
Data Volumes

Grandfathering

Inference

Lack of integrated ePedigree platforms

Some industry challenges with ePedigree
What the industry has to overcome

Details

RFID, Barcodes, Data Formats, FDA Guidance I

Change is expensive and risky —

FDA might be accélérator }

Several ERP,WMS, MFG systems _ |

One large batch”(rlfijA and Continuous Mfg) |

lnvgh’t’q& in SC, Returns 7 ' ' 1

‘What SOP'’s will be allowed ]

Only Components Exist — No Cqmplete Soluti'o'h!

ORACLE
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ePedigree Statement of Direction

+ ePedigree
Compliance

. . 1/1/09
Project ePedigree Distributor
_ - Requirements
Formed working ~ Parallel Efforts by

; group with industry ' some customers
; Requirements ;
i» Serialization : sessions

* Electronic Doc » Development team

L Mgmt -+ Development

i+ Authentication . Platform

' SOA '+ Use Cases

* Integrated with -+ Design Sessions

existing Oracle ERP

+ Integration with 3™
party apps

ORACLE




Document Forwarding vs. Global Repositories
Deploy either model with the Oracle Platform

Pharmacy

Inbound Endpoint
Processin inal Dispense

Wholesaler

Inbound Outbound
Processin Processin

Initiate Outbound
Pedigree Processin

&

Fedigreev Manégar E F'edig;'ee Manager : Pedigree Man’ager
: :
: 2 ]
- -
- L]
H 4
pedigree : pedigree " pedigree
-
. . H shippedPedigree " ReceivedPedigree
ShippedPedigree = H
‘ PP ) Q ) H pedigree E pedigree
- HinitialPedigree) E ReceivedPedigree . shippedPedigree
] H pedigree : pedigree
H ShippedPedigree E ReceivedPedigree
E " . H pedigree
H InitialPedigreey E ShippedPedigree
b4 -
H : InitialPedigree
: :
" a
o -
- -
" -
" -
o -
. L]
- -
jod L
Jof L]
o4 L]
Jod L]
L]
-
-

ORACL



. Presentation Topics

 Oracle Background
A History of Commitment in Life Sciences

* Oracle’s Strategy
« Solution Analysis




Approaches to Pedigree Management
Too many integration issues, cracks in business processes

Suppliers Customers




Oracle’s Approach to Pedigree Management
Single solution for serialization & pedigrees

Suppliers Customers

T

.
Oracle Pedigree & Serialization Manager ;
|




‘Oracle Pedigree and Serialization Manager
Our solution simplifies IT landscape

)
I Oracle Pedigree & Serialization Manager
Oracle Application Integration Architecture
=
[l . m
v'ePedigree creation 2 ¢ i f
: ORACLE ORACLE’ Legacy
‘/ePedlgree update g E-BUSINESS SUITE Jb EpwaRDs ENTERPRiSEONE | | Transactional System
v'Serial management S
ge 5 444444444414
v'Part 11-compliant &
authentication Oracle Fusion Middleware
. . BAM — Business Activity Monitoring
4 nquiry / Reporting BPEL — Business Process Execution Language
v"Works with your )
existing inventory A A AL
solution (RFID or -
2D barcode-based) iy,

ORACLE




. Oracle
y

ERP/WMS/MES/
Packaging Line
Systems

T BN
- ~"Work Order

Pedigree and Serialization Manager (OPSM)

Pedigree Integration
Services ;

{ Reference Data Sync|

Serial Management

> Serial/EPC
Generation Rules
» Manage Serials
» Serial Number

. Execution
. : p,

Inquiry
> Import/Export

- edi gree
' Serials

Record Shipment

™

PO or Drop Ship.

(standard, drop ship) &

. Receipt
k i i

& 3

R}étum to Vendor

\. J

(- N\

Customer Return
. J

Pedigree Management

- Pedigree Generation
« Manufacturer,
Wholesaler or
Repacker

*Pedigree Management
» Match serials to
transactions
» Maintain
pedigrees
 Authenticate
« Void

* Transmit Pedigree

» Archive Pedigrees

» Pedigree Inquiry

» Print Pedigree

« Import Pedigree

Export Pedigree



Pedigree Storage & Retrieval
Documents Stored & Rendered in EPC-XML & Readable Format

Pedigree

e Product Information Lot Information

Serial Number

3DF59C3E6FF1AB8E1

EQ40578CTICDTDID | 1yyo Name  ; Aspirin Lot - BOO6O6
Muanufacturer : ABC Exp Date : 10-FEB-08

Pharmaceuticals
Corporation

= <Initi Dosage Form : Tablet
=5 Strength 1 500 mg
) '{':: Container Size: 24

<manufacturer>ABC Pharmaceuticals Corporation</manufacturer>
<productCode type="NDC532" />
<dosageForm>Tablet</dosageForm>

<strength?>500 mg</strength

<containerSize>>24<fcontainerSize

</productInfo>
- <itemInfo> ,
<lot>BO0606<]lot> N

<expirationDate>>10-FEB-08< fexpirationDate>
<quantity>10</quantity >
« fitemInfo> o
< finitial Pedigree:

ORALCLE



We are addressing manufacturing, distribution

and reverse logistics scenarios

Initial Pedigree

From Manufacturer

Inbound Pedigree

From Manufacturer
To Distributor

Outbound Pedigree

From Distributor
To Pharmacy

Ped.lgree Product Information Lot Information
Serial Number
3DES9CESFF1ABSEL
E040575C71CD7DID Drug Name  : Aspirin Lot : BO0606
Manufacturer : ABC Exp Date : 10-FEB-08
Phanmaceuticals
Corporation
Dosage Form : Tablet
Strength +500 mg
Container Size: 24
ifi
Distribution Information
Sender Recipient
ABC Phariaceuticals Corporation XYZ Distributors,
393 Berkeley Street, 301 Suinmit Hill Drive,

Suite 353,
Boston, MA - 02116-3321,
Us

CHATTANOOGA, TN - 37401,
Us

Shipping Information

Receiving Information

Order Number : 64824 Date : 02-NOV-07
Date 1 02-NOV-07 Lot 1 800627
Lot : B00606 Quanitity 110

Quantity ]

Type : Sale

Sender Recipient

XYZ Distributors PQR Pharmacy,

3455 108th Avenue, 320 N First St,

Suite 124,
Seattle, WA - 98101,
US

16th floor, I
San Jose, CA - 95113,
Us

Shipping Information

Receiving Information

Order Number: 64825
Date : 02-NOV-07
Lot : 500627

Date
Lot
Quantity

ORACLE



Oracle ePedigree Roadmap
Customer preparedness is our goal

team fo med i . ; i n
> Bunetional i ] @E@UJPJ Lo Status update with
Design Started v 8 S umd@te >, ,

i1

» Formed|
Cu%temer Foeus

d QJQ)“: \Mlt.hj
custemers

ORACLE




. Contact Us

Arvindh Balakrishan
Senior Director, Life Sciences Industries
arvindh.balakrishan@oracle.com
(919) 342-2898

John Danese
Director, Life Sciences Product Strategy

John.danese@oracle.com
(914) 239-3788

ORACLE
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