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There is much to be desiredregardingthe generalquality of the euality
Assurancegroups rhar we have assessed
or observed. ln all roo many
instances,the companies'Quality Assurancegroups (I) do not addressa
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(e.g.,CRos,CMos,software
triesandtheirsupportorganizations
com-

panies)in generalhave had to adapt to a new value proposition - do
more, do it faster,and do it with fe'werresources.To ajrieve this ob1ective, companiestry to invest thet effons into "doing ir right rhe first
rime" in order to increase operational ef{iciency While this model has
been implemented within many companies' depa ments, the same often
does not hold true for the euality Assurance group: the group is still ex_
pected to focus only on regulatory complianceissuesand nothing else.
So what can and should be done to maximiz€ the value o{ whal eual_
ity Assurance bdngs to the company? ln the context of the euality As_
sumncegroup, this meansthat the personnelshould be expectedto
idenrify not only regulatorycompliancedeficiencies,bur aGo to be sav.v7
and competentenoughto be able to 1) assess,
where necessary,
the com_
pany'soperationaland technicalcapabititiesand challenges,2) recognize
potential underlying operational problems which result in the regulatory
compliancedeficiencies,and 3) as appropriate,recommendpractical and
efficientsolutionsfor both. We are surprisedand disappointedthat company management,by and large,doesnot expect this from their euality
Assurance Group, be they internal resources or extemal euality Assur_
anceconsullants.
If the model of "fastel better, and more efficient" would be practiced bv
Quality Assurancegroups, companies would benefit in a number of -ayr.'
First, due diligence activities could be performed wirh fewer people while
meeting the sameend-goal of establishing whether a porential paitner is
suitable. Secondly by focusing on operations as well as on the regulatory

compliance piece, Qualiry Assurancewould bring
true business value to management. Thirdly if Quality Assuranceis encouraged to provide acceprable-mall resolutions to thet concems, companies would be
able to integrate quality with operations in a much
more srreamhnedand lacrliured fashion.
To ensure efficiency of, and to maximize on value
from, the Quality Assurancegtoup, we suggestthat
company managementhires professionalswho are
technicallycompetent in the areasthey assessfor
regulatory compliance.Furthermore, company managementshould expect the following from their
Quality Assurancegroup:
. An understandingtlLata "one size fits all" regulatory complianceaudit approach,/checklisr
is
not an effective way to address the myriad businessrelationshipsthat a company may have.
For example,an initial due diligenceassessmenr
to determineif a new vendor/supplier should
even be considered(e.g., does the vendor have
sufficient capacityand does the vendor comply
with the regulations?) is far different from the
assessmentof a vendor/supplier with whom the
company has worked for severalyears (e.g.,
have businessconditions changed(e.g.,more
servicesdue to merger/acquisition)and whether
thesechangesmay potenrially affecrregulatory
compliance).
. An intuitive grasp of the highest risks applicable
to the given situadon. For example,the existenceof data integriry problems should indicate
to Quality Assurance thar a prudent place to
stan the assessmentwould be performing an
appropriateinvesdgationif one has not been
done rather than determining whether there is a
cunent SOP on SOPsin place.
. An ability to view regulatory compliance issuLs
through the larger operationalprism and businesscontext. For example,a lack of current
SOPsmay be indicative of too cumbersomeof
an SOP sysremrhat a company has difficuhy
mainuining and managing.

. A practical, common senseapproachwith respect to recommendations. Recommendations
should aim to keep the company in regulatory
compliancewit hour increasingoperating costs
and./or delaFng timelines.
. A demeanorand communication style that is
professional and respectful to those who are
being assessed
by Quality Assurance. An "l
know your processbetter than you do" or "This
is not acceptablebecauseI have not seenit done
before" attitude has sdfled many potentiaily
beneficialbusinessrelationships. In orher
words, the Quality Assurancegroup should not
use its independentpower and authority to hinder appropriateoperationalinnovation and creanvrty.
Regulatorycomplianceis a businessissuefirst and
foremost. Therefore,if the Quality Assumncegroup
provides a regulatory observation without the businesscontext, it will be like sewing coffeewithout a
cupsM. Whoever is paying for the Qualiry Assurance servicesshould expect the most businessvaiue
for the money This, by default, will also position
the Quality Assurance group wirhin rhe "faster, better, and more efficient"model. cxp
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