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JXLGDQFHRIFRXQVHOSHUPHDWHV´5WKHGRFXPHQWVDWLVVXH
7KHFRPPXQLFDWLRQVUHODWHGWRGHIHQGDQWV¶GUXJ
SURGXFWODEHOLQJGUDIWPDQXVFULSWVRIGUXJVWXGLHVDQGWKH
VXEPLVVLRQWR)'$RIGUXJDSSOLFDWLRQV7KH¿UVWFDWHJRU\
RIFRPPXQLFDWLRQVFRQVLVWHGRIGRFXPHQWVWKDWGHIHQGDQWV
VKDUHGZLWKERWKOHJDOFRXQVHODQGWKHFRPSDQ\¶VEXVLQHVV
SHUVRQQHO7KHVHFRQGFDWHJRU\RIFRPPXQLFDWLRQV
FRQVLVWHGRIGRFXPHQWVVKDUHGZLWKH[SHUWVWKDWGHIHQGDQWV
UHWDLQHGDVFRQVXOWDQWV
7KHFRXUWUHIHUUHGWRWKH¿UVWFDWHJRU\RIGRFXPHQWV
DV³GXDOSXUSRVH´GRFXPHQWV6 They were distributed
ZLGHO\WRERWKEXVLQHVVSHUVRQQHODQGOHJDOFRXQVHOIRU
WKHLUUHYLHZDQGFRPPHQW73ODLQWLIIVDOOHJHGWKDWWKH
SULYLOHJHGLGQRWDSSO\EHFDXVHWKHPDLQSXUSRVHRIWKHVH
GRFXPHQWVZDVWRREWDLQFRPPHQWVHTXDOO\IURPOHJDO
DQGEXVLQHVVSHUVRQQHODQGQRWIRUWKHVSHFL¿FSXUSRVHRI
REWDLQLQJOHJDODGYLFH Defendants argued, on the other
KDQGWKDWWKHGRFXPHQWVZHUHVKDUHGZLWKFRXQVHOIRU
WKHSXUSRVHRIREWDLQLQJOHJDODGYLFHDQGWKDWVKDULQJWKH
GRFXPHQWVZLWKEXVLQHVVSHUVRQQHOGLGQRWOHVVHQWKHOHJDO
SXUSRVHRIWKHFRPPXQLFDWLRQV
7KHFRXUWIRXQGWKDWDFRPPXQLFDWLRQLVQRWSULYLOHJHG
MXVWEHFDXVHLWLVVHQWWRDQDWWRUQH\107KXVWKHFRXUWZDV
REOLJDWHGWRGHWHUPLQHRQDGRFXPHQWE\GRFXPHQWEDVLV
ZKHWKHUHDFKGRFXPHQWZDVFRYHUHGE\WKHDWWRUQH\FOLHQW
SULYLOHJH0DJLVWUDWH-XGJH&KHQDSSHDUHGWRVWUXJJOH
ZLWKWKHDSSOLFDELOLW\RIWKHDWWRUQH\FOLHQWSULYLOHJHWR
WKH³GXDOSXUSRVH´GRFXPHQWVIRUVHYHUDOUHDVRQV)LUVW
KHIRXQGWKDWQRQHRIWKHGRFXPHQWVZHUH³H[SUHVVO\
GLUHFWHGDWOHJDOFRXQVHOLQRUGHUWRVHFXUHOHJDODGYLFH´11
'HIHQGDQWVDOOHJHGWKDWLWZDVWKHLUJHQHUDOSUDFWLFHWR
VHQGGRFXPHQWVWROHJDOSHUVRQQHOIRUWKHLUUHYLHZDQG
FRPPHQWDQGWKHUHIRUHWKHFRPPXQLFDWLRQVGLGQRWQHHG
WRHYLGHQFHDQH[SOLFLWUHTXHVWIRUWKHDWWRUQH\¶VDGYLFH12
6HFRQGOHJDOFRXQVHOZDVRQO\RQHRIDODUJHQXPEHURI
UHFLSLHQWVRIWKHGRFXPHQWV13
5HJDUGLQJWKHVHFRQGFDWHJRU\RIGRFXPHQWVWKHFRXUW
QRWHGWKDWDWWRUQH\FOLHQWFRPPXQLFDWLRQVGLVFORVHGWR
WKLUGSDUWLHVFDQORVHWKHLUSULYLOHJHLIWKHWKLUGSDUW\
FRQVXOWDQWLVKLUHGIRUQRQOHJDOSXUSRVHV14,QWKLVFDVH
FRQVXOWDQWVZHUHKLUHGWRDPRQJRWKHUWKLQJVDVVLVW
GHIHQGDQWVZLWKWKHSURJUHVVLRQRIDGUXJDSSOLFDWLRQ
WKURXJKWKH)'$UHYLHZDQGDSSURYDOSURFHVVDQG
WRVHUYHDVDGYLVRUVRQFOLQLFDOPDWWHUV15 Defendants
VRXJKWWRGHPRQVWUDWHWKDWWKHFRPPXQLFDWLRQVEHWZHHQ
WKHDWWRUQH\DQGWKHFRQVXOWDQWVZHUHLQFLGHQWWRWKH
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GHIHQGDQWV¶REWDLQLQJOHJDO UDWKHUWKDQEXVLQHVV DGYLFH
IURPFRXQVHO16
&RQVLGHULQJWKHWRWDOLW\RIWKHFLUFXPVWDQFHVWKH
FRXUWWRRNLQWRDFFRXQWDQXPEHURIIDFWRUVWRGHWHUPLQH
³WKHH[WHQWWRZKLFKWKHFRPPXQLFDWLRQ>V@VROLFLW>HG@RU
SURYLGH>G@OHJDODGYLFHRUIXQFWLRQ>HG@WRIDFLOLWDWHWKH
VROLFLWDWLRQRUSURYLVLRQRIOHJDODGYLFH´17:
7KHGHIHQGDQWV¶QRUPDOSUDFWLFHZKHQVROLFLWLQJ
 OHJDODGYLFH
7KHFRQWHQWDQGFRQWH[WRIWKHGRFXPHQWV
 FRPPXQLFDWLRQV
:KHWKHUWKHOHJDOSXUSRVHRIWKHGRFXPHQWVR
permeated any non-legal purpose that the two purposes
 FRXOGQRWEHGLVFUHWHO\VHSDUDWHGIURPWKHIDFWXDOQH[XV
as a whole.
7KHEUHDGWKRIWKHUHFLSLHQWOLVW
:KHWKHUDFRPPXQLFDWLRQH[SOLFLWO\VRXJKWDGYLFH
 DQGFRPPHQW
 $SSO\LQJWKHVHFULWHULDWRWKH³GXDOSXUSRVH´GRFXPHQWV
WKHFRXUWIRXQGWKDWVRPHGRFXPHQWVZHUHQRWSURWHFWHG
E\WKHDWWRUQH\FOLHQWSULYLOHJH2QHH[DPSOHFRQVLVWHG
RIHPDLOVFLUFXODWLQJGUDIWDEVWUDFWVDQGPDQXVFULSWVRI
GUXJVWXGLHVIRUUHYLHZ7KHFRXUWUXOHGWKDWGHIHQGDQWV
IDLOHGWRVKRZWKDWWKHVSHFL¿FSXUSRVHRIWKHGRFXPHQWV
ZKLFKKDGDOVREHHQVHQWWRQRQOHJDOSHUVRQQHOIRUWKHLU
UHYLHZDQGFRPPHQWZDVWRREWDLQDGYLFHRIFRXQVHO
'HIHQGDQWVIDLOHGWRGHPRQVWUDWH³WKDWDUHTXHVWIRUOHJDO
DGYLFHZDVFHQWUDOWRWKHFRPPXQLFDWLRQ>V@´DQGWKDW
³WKHEXVLQHVVRUWHFKQLFDOSXUSRVHRIWKHFRPPXQLFDWLRQV
ZHUHVRSHUPHDWHGE\WKHQHHGIRUOHJDODGYLFHWKDWWKH
GRFXPHQWVZHUHFUHDWHG´IRUWKHSXUSRVHRIREWDLQLQJOHJDO
DGYLFH
5HJDUGLQJWKHGRFXPHQWVVKDUHGZLWKWKLUGSDUW\
FRQVXOWDQWVVRPHZHUHQRWJLYHQSURWHFWLRQXQGHUWKH
SULYLOHJH2QHH[DPSOHZDVDGUDIWGRFXPHQWFRQWDLQLQJ
FOLQLFDOLQIRUPDWLRQWKDWZDVVKDUHGE\GHIHQGDQWVZLWK
VHYHUDOFRPSDQ\GLUHFWRUVDQGRWKHUWKLUGSDUWLHV7KH
FRXUWUXOHGWKDWWKHGRFXPHQWZDVQRWSULYLOHJHGEHFDXVH
defendants did not identify who the third parties were or
H[SODLQWKHLUUROHLQIDFLOLWDWLQJRUREWDLQLQJOHJDODGYLFH20
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Lessons To Be Learned
The communications at issue in this case are frequently
encountered in the practice of food and drug law. Food and
drug lawyers routinely review and comment on companygenerated documents that relate to FDA regulatory issues
that may affect a company’s business. Moreover, it is not
uncommon for outside and in-house lawyers to work and
communicate with the company’s non-legal personnel
and consultants, such as scientists, clinical investigators,
and other health professionals. Non-legal personnel and
consultants often will be asked to draft, review, and
comment on documents that are involved in legal counsel’s
work for the company.
To maximize the protection of confidentiality, it is
important that companies and/or their outside counsel
timely document that counsel are rendering legal advice
to the client when the purpose of the advice sought
is, as it normally should be, legal advice. Although
such memorialization may well occur when counsel is
initially retained, it is a wise precaution that for each
matter handled by counsel it is documented in writing
that the lawyer is rendering legal advice. This written
record should be created when the client sends in a
request for comments on a particular document. This
also applies to communications that could serve a “dual
purpose,” for which a written record should be generated
showing (where applicable) that the main purpose of the
communications is to seek legal advice.
When the company or its counsel is using an outside
consultant, it is essential that a written record is generated
regarding the consultant’s role. Where applicable, the
record should note that the consultant was retained to assist
legal counsel in rendering legal advice to the company.
Furthermore, the ability to assert attorney-client privilege
is maximized when outside counsel, rather than the client,
retains the consultant for the explicit purpose of assisting
that counsel in rendering legal advice. Where possible, the
consultant’s oral and/or written report should go directly
to counsel, who can forward that report to the necessary
group of company employees to provide comments to legal
counsel.
Finally, to maximize the protection of the attorneyclient privilege, persons generating documents should
give very careful consideration to the audience that will
receive the communication. The wider the dissemination of
a communication, whether inside or outside the company,
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the greater the likelihood that a court will rule that the
communication is not privileged.

Conclusion
In summary, a company must have the ability to have a
free flow of information that furthers its ability to meet all
applicable legal requirements in conducting its business
affairs. When documented properly, the company should
be able to have candid discussions with legal counsel
without unduly fearing that a court will order the company
to disclose the communications to adverse parties (the
government or private parties) in litigation.
Carmelina G. Allis, an Associate with Hyman, Phelps
& McNamara, P.C., assisted in writing this article.
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