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Comtextual Emviroamont Queithons Akoa’s Core Valoes Case Study

| How would you ¢ lassify Alcoa's ethical work climate® Which ethical criterion, s sbown in
Figure 5.1 dad the company use: egomnm, benpevolenos, of princgples” Of, wang Professor Palne s
fwo distinet ¢thics a pproaches, as discussad in this chapter, was Alcoa’s approach mone

[ 1 L i
wuim pliance or inkégnty T

Akova [ Alummuin Company of Amenica)l ks a very strong values hased culture and ethicad worlk
clamaie that wanis their emphoyess to live by the v alises that encompass mie grity. €nvisonamse al.
healih and afely, customer, & countabality, excellence, people, amd prodeabeln y (Lswrence &
Weber, 200 1 1 In this case their madn concein @ the i dlhacal work climate s the healih and
-L...!'H'rn. of B ¢m:|1l|-'r|.4_-¢-. The ashical craieron (hal seems W e mosd spparent i {his ¢ e thal of
“Principle”™ know as the imegnty approach. It also seeims from the case rhat benevolence
fooncern for olbe rs approach) could also M the mokl, bul prnciphe seems more relalive.

<. What role did s manage menl comen ibmenl play in deve boping the ethacal work climste and
organi sal omal perfomance seen ol Akoa™ What ol ke athical afeguanks are menliwnead in the

case o support the company’s effors at developing a drong ethical culiure”

Top managemant in the Alcoa, CEOQ Paul O° Nelll, played an excelbent and erigcal role in the
deve loprrenl and imple rentstion of the ethscal work chimade and organuatsonal performance in
the company. O MNeill made it imperative 1o kbentily the impornasce of health and salfely withen
the company’s pracBoe. “The emphasis on safety had deep meaning o Akoa s manapensent
seam. The com pany’s mana gement firmly believed that no employess should be forced © work
e am enyviroament where thadr salety and the salfety of olher ¢ mplosess might be jeopandized.
Akoa s management supporied the ethical principle that no emplovess should leve work in a
wore condition than when they arrived”™ | Lawrence & Weber, 20111, Abkoa showed they cared

abowl bemng complaamt wah the US. Faderal Semencang Culdelines and the Sarbanc-Oaley A
andl wiouk] pever jeopardis e emphoyes safety for anyt h.mg. nol @ven money, This wis relevam m
the case when O Nelll decidad o terminsie 3 ma naeer who had conti nuous increased sales and
profitabil gy snd exoe ptionsl cussoeser and qual iy sainlayon reviews

3, Wos O'Netl] justified in term imating the mana ger for his bk of reporting the workplace
acubenis, even thiugh no stmows harm realied [mun the winkplace accadent?

Yo most definisehy O Neil was psnfiad in terminanng the facility manager for his ek of
r-:p:-ﬂirig mulpl..,‘-: g lemis, incadent ¢l arifical e, sl recogd Lﬁph; of oo pational
Hngssen. Although the mamager had a siellar record of increased sales and profiiabilaty and high
earhs im custommer sl lacthon, alwo complam with all sppropraate Laws and regulations he

enb sk rood the company s core vahies. According o O MNedl, “It B equally imperative that we
all kerarm [rown his amd full complunee with both the letier and spod of owr polsd s B imperal e,
Anything less |s acooptance ™

4. Can Akoa’s “vales in practice™ be adopeed by other organi mtions as & umiversl set of
cthical standands leadmg o et hical employee behavioe?
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Assignment All data generated or collected should be allocated to person who generates the data. Original data, sometimes referred to as source data or primary data, is the medium in which the data point is first recorded. This data is then transferred to the approved protocol or form. For example: GDP will always promote the use of indel ink when
completing records. Timestamps must flow in order of execution in order for the data to be credible. p Questions Finally, here are some common examples where ALCOA is not used resulting in document and data integrity issues: It is very common to see the data quickly being annotated on a sticky note or on a notebook during testing. Editing should
not be performed without documenting and annotating the amendments. Data should never be retroactively dated. It important to understand where your original data will be generated so that your content and meaning are preserved. For example: if a validation protocol is run, the tests must be run and their results recorded as they are in the
approved protocol. This ensures that the registration is still valid. It does so, whether it is a 3 result or a validation exercise, which means that the data are no longer original, present in detail and potentially inaccurate. Data integrity, quality measurement, continuous product quality review and other hot industry 3 will be discussed in detail in this
year's Valid®rum and GMP Fan. Other posts and presentations 1 Data Integrity You can read more about Data Integrity in a presentation that our expert Trevor Schoerie did at a PDA dinner about Success by Design. Monitor your paper records/forms and format them so that there is ample room for the information to be recorded. The adjustment of
an adjustment point Process or monitoring system must be done by an authorized user and the details of the change must be recorded on an audit lane. This includes the of human leg metadata which may be recorded to support an electronic record. This can be an approved database, protocol or form, or a dedicated p block. All recorded data must be
leg-level and permanent. Ensuring that records are legible and permanent helps with accessibility throughout the data lifecycle. Place controls/checking on manual data entry, for example, sA3 temperature results can be entered within a predefined range from 0 to 100AA°C. Embed pprecision checks in the design of the electronic system. For
example: During a validation exercise, the test results shall be initialed and dated by the person who performs the test. For example: Use a witness check for the collection of color records to confirm the accuracy of the data. ALCOA is concerned with data, whether on paper or electronically, and is defined by the US FDA guidance as Attributable,
Legible, Contemporary, Original and Accurate. Note: It is important to ensure that a register of signatures is kept in order to identify the signatures, initials and/or pseudonyms of the persons completing the paper records. When running information It is not common to see the old data scribbled, overwritten or removed using the running fluid and
sometimes without an initial and date of who ran the run. Recorded data or tests performed electronically shall have a timestamp attached to the record. Writing results to a j1 annotation block for later transcription may introduce errors. Consider how to capture data electronically and verify its accuracy. For example: Ensure that the validation test
results are logged in the approved protocol. Ensure that the 3 of electronic systems recording data are synchronized. Consider using a master clock that synchronizes with the IT network so that the wall clocks in labors and processing machines are synchronized. Contemporary Contemporary means to record the result, measurement, or data at the
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