The"Business"
of 0utsourcing
his article is definesa road-map- the "business"of outsourcing - for companiesthat are either thinking of
outsourcing or outsourcealready.The sameroad-map also pertains to companiesthat provide outsourcing servicesbecausethe article focusesmanagement'sattention on what should be expectedof them.
Outsourcing is a hot topic in our industry b€causeit is a preferled, and sometimeseven necessarybusinessmodel
for many companies.In today's businessenvironment applicableto the pharmaceuticaland biotechnology indu,stries, a number of servicesare performed by outsourcing providers (a/k,/a vertdors). The most common of these
are manufacturing, Laboratorypackaging,data management,distributioq data processingand data hosting, The
common denominato! of thesevery different activities is that each requires a fully and appropdately equipped
facility and a group of competent,experiencedand corunitted individuals to either carry out or ove$ee the rcspective operation. Sounds pretty simple, right? Well, it's not quite that simple. If it was that simple, this subject
would not be the hot button item as it is, with all the surrounding conhoversy and frustration.
We believe that controversiesand frushation often arise ftom the fact that companies 1) do not know how to
properly selectan outsourchg provider, 2) do not have enough experiencewith properly formalizing ways for
interactions and communications with their outsourcing provide$ and 3) do not understand enough about the
critical components that make a relationship with an outsourcing provider work. Let's seewhat can be done to
capitalizeon the outsourcingservices
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its product research,development and /or commercialization.For
example, a company may chooseto perform most of the activities
for an intemally-developed product in-housebecausethat's where
the expertiseand intellectual pioperty lie. On the other hand, it may
make mole senseto subconhact various support processes(e.9.,
manufacturing, method development,packagin& stability studies)
for licensed and/or co-developed products for finarcial reasons.

than the former, the likelihood of frustrations, delays, unexpected
cost, and disappointments is exactly same.
lA/hatshould be done to avoid and prevent theseoutcomes?We
suggestthat you start with the following:

Below are a few tips to considerwhen deciding whether outsourcing is right for you.

Ensure that only appropdate individuals participate in the
vendor selectionprocess."Approp.iateness" in this caseis
defined beyond the rnere professional experienceand
tedmical wizardry "Appropriateness" here meansthat either

If you are a virtual organization, a start-up or a small company,
you don't have much choice in this matter if you want to maintain
or grow your business.If you are a large, establishedorganization,

collectively, as a team, or as individuals, responsible
party(ies) have the necessaryprofessional qualifications,
personal skills and overall vision of the company's directions,

searchingfor prospective outsourcing vendors occurs for at least
one of the following reasons:
. More financial and/or logistical benefits (e.9.,expertise,no

goals and objectivesto accurately and thoroughly evaluate
whether the vendor's businessprocessesand practices,
technical skills and regulatory compliance meet the

1,

need to build an intemal infrastructure) than risks (e.g.,legal
liabilities, disclosing intellectual property) associatedwith
performing the work extemally vs. keeping it in-house;

company's demaads.
We often seethat companiessend either logistics, technicalor

. Desire to inciease company's performance and productivity

quality personnel to initially meet with the vendor. Unless
eachgroup is very familiar with the requtuementsof the other
groups, the due diligence processwill have gaps. It means
that any decisions regarding moving forward with the deal
will be basedon incomplete infonnation. Uninformative

by supplying additional resources;
. Project requires technology,manpower, specific expertise
and/or space,which the company does not have;
. Geographical areasare not covered by existing outsourcing
vendorsi
. Project scopeand/or size cannot be adequately supported by

decisionsare rarely the right decisions.Bad decisions result
in having to replace a vendor and to transfer the knowledge
from one vendor to another in the middle of a proiect. Not

existing outsourcing vendors;
. Current outsourcing vendors have issueswith quality,

only is it frustrating and complicated, but it is also timeconsuming and quite costly. For these reasons,the initial

timeliness or cost which may negatively impact the project.

assessmentof the vendor becomescrucial to the comDanv's
operational success.
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For those who use independent consultantsfor due diligence
Once the need for arr outsourcing provider has been established,
the next step is to identify an appropriate vendor who can meet
the company's outsourcing needs.A reliable outsourcing provider
is an entity that has business sense,technical capabilities and a
quality infrastructue. All three componentsmug! be assessedfor

support, remember that this activity calls for a much more
global set of skills and industry understanding than those
required for the regulatory compliance audits. To provide
value during the due diligence, the appropriate individuals
should be capableof completely integrating and applying the
principles of busine6soperations, technology arld quatity,

thef existence,soundness,flexibility and robustnessat the time of
the due diligence becauselack of any one of theseaspectsat a vendor will eventually show up as a problem. This is the first of the
threemost important steps(i.e.,selectionof an outsourcingprovider,
formalizirlg the relationship with the vendor and managing the
outsourcing provider) in setting up an effective and efficient relationship with your outsourcing provider.
The task sormds very straight forward. Why is it then that many
companiesfail to initially find the proper Eupport for their needs?
The answer is simple: improper due diligence oI a potential vendor or no due diligence at all. \{hile the root causesof a problem
appear to be different, and the latter scenarioseemsto be worse

and evaluating dsks accordingly.
2.

Assesseacharea of support (businessoperations, technical
and regulatory compliance) and evaluate the significanceof
potential risks within that area.By doing so,you will confirm
that the outsourcing provider is capable(or not) of delivering
what it promises in terms of the most impo ant aspectsof
their servicesto you: speed,cost and qualiry Given the
ever-overlapping and intertwined nature of the business
operations,tecbnical and regulatory compliance areas,it is
often difficult to say which one of the three areaswould be
most critical in terms of their impact on the outsourcing

provider's deliverables.What is possible to predict, thouglU
through a well plarmed and executeddue diligence, is which
area of a given outsourcing provider will present the
highest dsk.
How does one do it? One does it by assessingboth tangible
and intangible components within each area.Lack of some
necessarytangible components(e.9.,proper equipment,
spaciousnessof facilities, SOPs,evidence of trainin& record
protection and security) is easyto identiJy and quantify,They
are either in place or they are not.
Other thingg such as culture compatibility with your
compary's culture, ability to meet project timelines,
promptness of responses,are intangibles and can on-[ybe
assessedby knowing which questionsto ask, exercisingone's
"sixih" sensefor evaluating the
answeE and how to followup on answers with the unplanned "next question,." The
reality is that, more often than not, companiesfail in their
relation-shipwith the vendors based on intangibles because
they are hard to quantify, and many companiesdon't even
think to include these items as part of their due ditigence.
To help you increasethe effectivenessof the due diligence of
the outsourcing provider and decreaserisks associatedwith
selectionof a wrong outsourcing provider, we provide a
selectedlist of both tangible and intangible items to focus on
and ask questions about:
Business-RelatedArea Components:
. Sizeand stabilig (e.g.,annual revenue,number of
employees,years in business,number of clients, ek.)
. Summary of capabilities (e.9.,stedle manufacturin&
analytical testing, clinical monitorin& project
management report writing)
r Unique capabilities/services (e.9.,ISO certification)
. Thelapeutic area of expertise (e.9.,oncology, diabetes,
caldiovascular)
.Development phase experience(e.g.,I, IIa, IIb, m, IV)
. Project staffing flexibility
. Ability to understand projects and challenges
. Staff continuity and tumover frequency

. Opennessand honesty of staff
. Logic of processes
. Managementsupport (e.g.,processof assigningstaff to a
project and removing staff from a prolect)
. Ensuring study confidentiality
. Handling of special requests
. Businesscontinuity
. Pricing structure
. Crisis/ptoblem management
Technology-RelatedArea Componentsi
. Demonstrated knowledge, experience,skills ofstaff
. Adequacy of technical capabilities
. Tedmical competenceand expertise
. Ability to scale-up
. Availabfity of appropdate tools to start and complete
the projeci (e.9.,equipment, facilities, methods,
instrumentatiory stability chambers,back-up generators)
. Ability to interact with a chent ot its representatives
Regulatory Compliance-RelatedArea Components:
. Quality of ptoc€ssesand systems
. Qualityinfrastructure
. Rigidity of quality system (e.g.,inability to processand
implement client requirement6and recommendations,
amending quality system for eachclient using customer
audits for training purposes)
. Necessarycertifications ard/or registrations (e.g.,ISO,
FDA)
. Regulatory compliancehistory
. Flequency of client audits
. Availability of debarment procedure
. Record-keepingpractices
. Mechanism and timeframe of data review report
Esuanceand providing the information to clients
. Data collectioD processing,storage,tracking, trendin&
security
r Mechanism for reaching out to clients in caseof direct
FDA contact
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. Demonstrated ability to stay within budget

. Effectivenessof organizational leadership, strategy and
structure
. Demonstrated cultural s'.nergy with yonr company
. Ability to integrate servicesand deliverables with other
outsourcing providers, if necessary

Everyone knows that p or to engaging in a relationship with a:rl
outsourcingprovider, one must executea MasterAgreement.l,Vhat
is often overlooked is a need for a separateQuality ServiceLevel
Agreement (QSLA) - a sewice level agreementto define required
quality attributes,processes,
milestones,etc.- which could serve

. Effective models for working seamlessly with other

as a client-specific road-map for an outsourcing provider to fol-

outsourcing providers, if necessary
. Communication paths

but iust don't know what infornafion

low. Sometimes, companies are aware of the need for the QSLA,
could be included into the

document in order to establishand maintain a successfulrelationship with an outsourcing provider The QSLA should include
operational (businessand technical) and regulatory requirements

7. Resolveissuescollectively and assurethat the buy-in ftom

that an outsourcing provider would be expected to follow. This
document could also be used to document and forrralize operational and quality agreementsthat were verbally made with the

8. Cornrfimicate clEnges (e.9.processes,testin& specifications,
etc.) on the part of the vendor to responsibleindividuals
widrin your organizationin a timely fashion;

every stakeholder is received;

outsourcing providers during initial and follow-up discussions.
For example, if you would like that the same vendor staff working on all your company's projectsand/or a particular project,you
could include it in the QSLA. Another thing to include would be
an agreement regalding whether vendor's staff are to be hained
accordingto your rcquirements,policies and ploceduresor its own.
Additionally, you may chooseto use the QSLA to instruct your
outsourcing provider regarding the acceptable timefiame for
problem notifications. Furthermorg the Q$I-A may contain the
language allowing client's representativesto technicauyassistthe
outsourcing piovider during activities, such as method transfer,
processtransfer, etc.
Should you decide to draft a QSLA, the information contained
within should be treated as a legally binding document and
reviewed by both parties' legal council.
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The arswer is obvious: day-today project management of the
outsourcing provider. Many companiesmale a rnistakeby thinking that once the work is subcontuactedit will take care of itself.
Wrong! There must of a system in place that allows companiesto
overseethe performanceand progressof their outsourcingprovider

9. Keep appropdate paties (e,g.clinical groups) informed and
updated at all time of any outsourcing providei-related
issuesthat may impact clinical supply availability;
10.Monitor your outsourcing provider's performance in terms
of meeting the timelines, quality of their deliverables and
prompt.ressof responsesto your inquiries. aswell asagainst
goals and objectivesthat you set for them;
11.Depending on the significanceof issueswith the outsourcing
provider, be prepared to quickly evaluate the
need for arrotherprovider
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Ladies and gentlemen,the suggestionsincluded in this article are
not meretheory l tren used skillfully and asintended,they become
an effective and powerful tool to predict potential issueswith an
outsourcing vendor in advarce of thoseissuesbecomingreal problems.Sudr a mindset and approach allow companiesto accurately
and completely,in advanceof a businessengagement,1) assesstheir
risks and benefits related to an outsourcing provider, 2) corect
issues,if they decide to continue with a relationship and 3) be on
the lookout for things to watch for as the relationship progresses.

and is focused on continuous improvement in the relationship.
To achieve that state, we 6ugge6tthe following:

Describedbelow is a real-life example of how this approach was
implemented. Describedaswell is the result of not seeingany dsk
with the "intangibles" that were discussedabove.

1. Establish measurablegoals and objectivesfor your
outsourcing provider;
2. Stay away from providing the outsourcing provider with
mixed messagesor information comingftom too marrlypeople;
3. Have the outsourcing provider supply periodic status
updates (e.9. progress of the development/validation work,
budget managementetc.);
5. If you are a global company,shareinformation between all
sltes;
6. Ask appropdate intemal individuals for feedbackand
respond quickly and clearly to the outsourcing provider;

We were asked to pelform a two-day due diligence assessmentof
an outsourcing provider (a Clinical ResearchOrganization). On
the surface,the outsourcing provider seemedto be in good shape
to support the clienL all the "tangibles" were in place. For example, policies and procedures were current and appropdate to the
nature of the business, personnel that were part of the client's
project team seemed to have proper training and quaMications,
the quality infrastructue and support for conducting the client's
studies appearedto be adequate.However, cracks - the "intangibles" - appearedaswe started reviewing client-relatedrecordsand
asking personnel to clarify the details of the process:outsourcing
provider staff was disolganized, defensiveand reluctant to provide
informatiory answerswere incomplete,contadictory an4 in some
case6,not truthful.

Here is what we saw:
1. We had to request a number of documentsmultiPle times
before they were provided. The impression was that the
outsourcing provider's staff was not attentive to our requests,
did not care about making a good impression and/or was
hoping that we would forget to follow-up on our requests.
2. We establishedan intemet comection to check email but
decided to ask permission before logging into ourrwebsite. A
QA Associatewent to checkand then falsely inJormedus that
"there is no way to get a comection from this room."
3. The outsourcing provider's staff was uncomfortable with
giving us an opportunity to review ctent-related recordsin
detail. This was indicated by the following:
. On day one we received a permission to make coPiesof
client-related records for inclusion in the rePort.
. As the copieswere being made, the CEO of the company
inforrned us that permiEsionwill be grantedto takeany coPies
off-site only upon a written authodzation from the client.
. At around 9AM in the moming of day two such an email
approval was send to the outsourcing providet's Proiect
manager We promptly nolified him that the email
approval was sent but he made no effort to check for it.
. Around 1 PM and after several requeststo retrieve the
authorization e-mail, we were informed that a faxed coPy
with a signature from the client would be needed in order
for the outsourcing provider to provide coPiesof the
documents that were requested.This was especially
interesting becauseit gave the impression that the
"buy time", and
outsourcing provider was trying to
alsobecause:
. When questioned about the formal approval of a studyrelated document the outsourcing Provider's Project
manager stated that there was e-mail correspondence
that signified the client's approval to Perform studyrelated activities. Since therc was no mentron of the fact
that those emails were signed by the client Personnel
and sincecopies of those e-maib were never sharedwith
us, we believed that the client's signature may not llave
been requestedin that case.
. The outsourcing provider felt it was necessaryto have
written approval from the client to releasecoPiesof their
documentsbut written approval was not required for the
outsourcing providel to begin client-specific work.
. The copies of the document6were not made until the
very end of the visit, which prevented to obtain
everything we needed.

4. We were inJormed that the outsourcing Provider's Project
managerwas "intimidated" by the questions and that was
why he couldn't provide detailed or accurateanswers.His
CV however, stated that he was the Presidentand CEO of his
own company.It was hard to believe that someonewho held
these titles would be that easily intimidated by questions.It
was also quite strangethat the proiect manager,as well as the
QA Associate,were never issued businesscardt esPecially
since,according to their CVs , they have been with the
outsourcing provider for over a year.
5. Even though plesent in the room, the Projectmanager,for the
most part, seemedto be totally disengagedfrom the second
day of discussions.Instead, his boss answeredmost of the
questionsbut was combative. When the questlonswere
addresseddirectly to the project manager,he was irdtated
and uncomfortableand, rather than passingover the requested
documents, seemedto be throwing them acrossthe table.
6. l{hen specific training recordswere requestedfor an
individual who left the company,the project manager stated
that the individual did not work on that project. The evidence
of the fact that the individual in question in fact worked on
the project was confirmed or y after the visit at the time wh€lr
the observationswere being comPiled against coPiesof the
documentsthat were eventually releasedto be taken off-site.
7. We were not allowed to view an unmarked room identified
"archive" room
by the outsourcing provider staff as the
becauseof the risk that we would observesomething related
to other clients. The outsourcing Provider had severalweeks
to prepare for the visit and had the oPPortunity to address
any concemsthat it miSht have had relating to confidentiality.
The outsourcing provider staff wouldn't ev€n oPenthe door
so that we could confum that the room actually held archived
records.
8. On the day of the visit no core service activitres wele
peformed at the outsourcing vendor. This was sunprising in
01at1) the visit was scheduled severalweeks in advanceand
the outsourcing provider was notified that review the
operations was part of the agendaand 2) the Processesthat
we requestedto observewete the very corc to the outsourcing
provider's operations for any of them not to be Petformed at
the site on the day of the visit.
9. As signified by the signatureson the SOPtraining forms, the
QA Assistant was assistingthe Head of QA with ar SoP quiz
test scorercview lvhen questionedhow often the Head of QA
reviews personnel training records,the QA Assistant stated
that this question should be addressedto the Head of QA. It

was obvious that the QA Associateeither did not lmow
the answer or did not want to resPond,

financial burden and unsuppo able delays at this time. We wish
they listened to us, and so do theY.

"transit" study files for over
10. A "missing" record was in the
a month, after it was received from the site and only had to
be logged in to be transfered to the respectivefile. When
questioned regarding the timeliness of the process,the
Head of the Clinical OPerationsDePartmentindicated that

There is only one thing to say in conclusion:when you outsource,
you have a lot at stake. Make the right choicesand decisions by
putting rhe right team in place for every outsourcing providet-

such timeframe is Perfecdy acceptable.
in the aggregate,items listed above cleated a lack of confidencein
the ability of staff to adequately suPPort the client's studies in a
timely and quality manner In addition, the behaviors described
above raised questions regarding the outsourcing provider's staff
competence,honesty and their ability to assistthe client in casea
seriousissue occu$. Finally, we questionedwhether the climt cart
rely on the outsourcing Provider's ability to Provide them with
complete and accuratedata.
Our recorrunendation to the client - not to work with the outsourcing pfovider- was overruled by client's executive management team, For the past two years/ our client has experimced
severe project delays, quality issues and increasedProl'ectcosts
with the outsourcing provider. However, transferring their Project
to a different outsourcingProvider would createevm more of a

related task. *,
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