UNITED STATES

. SECURITIES AND EXCHANGE COMMISSION
WASHINGTON, D.C. 20549-4561

DIVISION OF
CORPORATION FINANCE

March 16, 2011

Jimmy Yang

Legal Director

Merck & Co., Inc.

One Merck Drive

P.O. Box 100, WS 3B-45
Whitehouse Station, NJ 08889

Re:  Merck & Co., Inc. :
Incoming letter dated January 21, 2011

Dear Mr. Yang:

This is in response to your letter dated January 21, 2011 concerning the
shareholder proposal submitted to New Merck by People for the Ethical Treatment of
Animals. We have also received a letter from the proponent dated January 28, 2011. Our
response is attached to the enclosed photocopy of your correspondence. By doing this,
we avoid having to recite or summarize the facts set forth in the correspondence. Copies
of all of the correspondence also will be provided to the proponent.

In connection with this matter, your attention is directed to the enclosure,iwhich
sets forth a brief discussion of the Division’s informal procedures regarding shareholder
proposals.

Sincerely,

Gregory S. Belliston
Special Counsel

Enclosures

cc: Susan L. Hall
. Counsel
People for the Ethical Treatment of Animals
501 Front St.
Norfolk, VA 23510



March 16, 2011

Response of the Office of Chief Counsel
~ Division of Corporation Finance

Re:  Merck & Co., Inc.
Incoming letter dated January 21, 2011

The proposal requests that the board issue an annual report to shareholders
disclosing the number and species of all animals used in-house and at contract research
laboratories for both explicitly required tests and in basic research and development.

There appears to be some basis for your view that New Merck may exclude the -
proposal under rule 14a-8(b). We note that the proponent appears to have failed to
supply, within 14 days of receipt of New Merck’s request, documentary support
sufficiently evidencing that it satisfied the minimum ownership requirement for the
one-year period as of the date that it submitted the original version of the proposal as
required by rule 14a-8(b). Accordingly, we will not recommend enforcement action to
the Commission if New Merck omits the proposal from its proxy materials in reliance on
rule 14a-8(b). In reaching this position, we have not found it necessary to address the
alternative -bases for omission upon which New Merck relies.

Sincerely,

Adam F. Turk
Attorney-Adviser



DIVISION OF CORPORATION FINANCE
INFORMAL PROCEDURES REGARDING SHAREHOLDER PROPOSALS

The Division of Corporation Finance believes that its responsibility with respect to
matters arising under Rule 14a-8 [17 CFR 240.14a-8], as with other matters under the proxy
rules, is to aid those who must comply with the rule by offering informal advice and suggestions
and to determine, initially, whether or not it may be appropriate in a particular matter to
recommend enforcement action to the Commission. In connection with a shareholder proposal
under Rule 14a-8, the Division’s staff considers the information furnished to it by the Company
in support of its intention to exclude the proposals from the Company’s proxy materials, as well
as any information furnished by the proponent or the proponent’s representative.

Although Rule 14a-8(k) does not require any communications from shareholders to the
Commission’s staff, the staff will always consider information concerning alleged violations of
the statutes administered by the Commission, including argument as to whether or not activities
proposed to be taken would be violative of the statute or rule involved. The receipt by the staff
of such information, however, should not be construed as changing the staff’s informal
procedures and proxy review into a formal or adversary procedure.

It is important to note that the staff’s and Commission’s no-action responses to
Rule 14a-8(j) submissions reflect only informal views. The determinations reached in these no-
action letters do not and cannot adjudicate the merits of a company’s position with respect to the
proposal. Only a court such as a U.S. District Court can decide whether a company is obligated
to include shareholder proposals in its proxy materials. Accordingly a discretionary
determination not to recommend or take Commission enforcement action, does not preclude a
proponent, or any shareholder of a company, from pursuing any rights he or she may have against
the company in court, should the management omit the proposal from the company’s proxy
material. '



January 28, 2011 , Per A
Office of the Chief Counsel DEOPLE FOR THE ETHICAL
Division of Corporation Finance o TREATMENT OF ANIMALS
U.S. Securities and Exchange Commission 507 FRONT ST,

100 F Street, N.E. NORFOLK, VA 23510

Washington, D.C. 20549 Tel. 757-822-PETA
Fax 757-622-0457

Via e-mail: shareholderproposals@sec.gov : PETA.org
info®@peta.org

Re:  Shareholder Proposal Submitted by People for the Ethical Treatment of
Animals (“PETA”) for Inclusion in the 2011 Proxy Statement of Merck
& Co., Inc.

Ladies and Gentlemen:

This letter is filed in response to a letter dated January 20, 2011 submitted to
the Staff by Merck & Co., Inc. ("Merck" or "the Company"). The Company
seeks to exclude a shareholder proposal submitted by PETA. The proposal
under review reads as follows:

RESOLYVED, to promote transparency and minimize the use of
animals, the Board is requested to issue an annual report to shareholders
disclosing the numbers and species of all animals used in-house and at
contract research laboratories for both explicitly required tests and in
basic research and development.

Merck’s position is that the proposal can be omitted from the 2011 proxy
materials for the following reasons:

¢ Rule 14a-8(b) - the proponent is ineligible to file a resolution for
failure to hold shares for the required period of time;

e Rule 14a-8(c) - the shareholder has submitted two resolutions;

Rule 14a-8(i)(10) — the proposal is substantially implemented by
virtue of the Company’s filing Form 7023 with the USDA,;

e Rule 14a-8(i)(2) and (6) — the resolution is a violation of law and the
Company lacks the power to implement it; and

e Rule 14a-8(i)(3) — the resolution is false and misleading.

For the reasons that follow, the proponent requests that the Staff recommend
enforcement action if the proposal is omitted from the 2011 Proxy Statement.

I. The Proponent Has Substantiated Ownership of Shares in Compliance
With Rule 14a-8(b).

PETA submitted its shareholder proposal on October 28, 2010. (Merck Exhibits 1
and 2.) By letter dated November 9, 2010, Merck advised PETA of two issues.




First, Merck challenged the eligibility of PETA to file a resolution asserting that shares of
Schering Plough had to be owned for the period October 29 to November 3, 2009. Second the
Company took the position that the resolution constituted more than one proposal, and demanded
that it be revised to “a single proposal” within 14 days.

PETA addressed both of Merck’s complaints. The deadline for filing a resolution with the
Company was December 13, 2010.) PETA revised the shareholder resolution to comply with the
Company’s “single proposal” request. PETA then submitted the revised proposal with another
proof of ownership of shares from its brokerage firm, Morgan Stanley. (Merck Exhibits 4 and 5.)

Since the date of submission of the revised proposal, namely November 17, 2010, was more than
one year after the merger date of November 3, 2009, the eligibility requirements were fully
satisfied and the resolution was timely filed. Morgan Stanley confirmed ownership of shares for
one full year prior to the date on which the resolution was filed. (Merck Exh. 7.) If Merck
disagreed, it had an obligation under Rule 14a-8(f)(1) to notify the proponent of an eligibility
defect. Since there was no eligibility defect, Merck did nothing.

IL. The Claim That PETA Has Submitted Two Proposals in Violation of Rule 14a-
8(c) Is Absurd; PETA Merely Acquiesced in Merck’s Demand for a “Single
Proposal.”

By letter of November 9, 2010, Merck complained that PETA’s shareholder resolution constituted
more than one proposal. Specifically, the Company stated the following:

Your submission appears to include more than one distinct proposal relating to [Merck
listed the four requests in the proposal]. ... As such, PETA’s submission is required by
Rule 14a-8 to be reduced to a single proposal. If you wish to proceed, within 14 calendar
days of your receipt of this letter, you must provide a revised proposal meeting the
requirement of Rule 14a-8(c). (Merck Exh. 3, p. 2.)

Merck asked for a revised proposal on November 9™ and received one on November 17%. To now
argue that PETA’s compliance with Merck’s request constitutes the submission of two proposals
is simply not creditable and requires no further explanation.

HII.  The Proposal Has Not Been Substantially Implemented; Filing USDA Form 7023
Is No Substitute for Issuing the Annual Report Sought Because Most of the
Animals Used in Testing Are Not Subject to USDA Supervision.

As the Staff noted in Texaco, Inc. (avail. March 28, 1991), “a determination that the company has
substantially implemented the proposal depends upon whether [the company’s] particular policies,
practices and procedures compére favorably with the guidelines of the proposal.” In this case,
Merck’s compliance with the USDA’s reporting regulations does not compare favorably with the
shareholder proposal.

As pointed out in the Supporting Statement, Merck reported using 19,579 animals in the 2008 to
2009 period. However, these numbers do not include mice, rodents, and birds, none of whom is

! Proxy Statement dated April 12, 2010, p. 6.



covered by the Animal Welfare Act. More than 94 percent of the animals used in regulatory
testing and basic research and development are those very mice, rodents, and birds who are
accorded no protections under the Animal Welfare Act or any other federal law for that matter.
By the numbers alone, Merck’s filing Form 7923 is woefully inadequate compared with the
shareholder proposal.

Moreover, the numbers of animals Merck reports on Form 7923 doe not include those farmed out
for testing in independent laboratories. As Merck admits on page 9 of its No Action letter “[t]he
Company and its affiliates regularly enter into service agreements with research laboratories that
conduct animal research on the Company’s behalf.” Shareholders have no information
whatsoever with respect to the numbers of animals being tested in these contract research
laboratories. In sum, Merck’s annual filing with the USDA does not constitute substantial
implementation of the resolution because it omits the overwhelming majority of animals subject to
testing.

IV.  The Resolution Neither Violates New Jersey Law, Nor Does Merck Lack the
Power to Implement It.

This argument. that Merck puts forward is pure sophistry. First, Merck retains independent
laboratories, such as PLRS, and it is Merck’s data that are being developed based on its protocols.
Second, the resolution does not seek “information exchanged in the course of [Merck’s]
relationship [with contract laboratories].” (No Action Ltr. p. 9.) It seeks raw numbers and species
of animals used in testing. Third, the “sample” confidentiality clause Merck attaches as Exhibit 7 -
- to the extent that it is competent evidence of anything -- supports PETA’s position. Taken as a
whole, it is designed to protect proprietary and confidential business information. Disclosure, by
Merck, of the numbers and species of animals used in its testing breaches neither. If Merck’s
argument were to be taken seriously, it would need to obtain the permission of its contract
research laboratories in order to provide data to regulatory agencies such as the FDA or the
USDA. To argue that Merck cannot disclose the number of animals used in research and
development and product testing because the Company has elected to outsource that testing is
simple nonsense.

The Staff recently issued a non-concurrence on a similar objection raised in the No Action Letter
filed by General Electric. See General Electric Company (avail. Jan. 18, 2011). The resolution
filed at GE sought a report from the Board disclosing the “number and species of all animals used
in-house and at contract research laboratories ...” This is the same language appearing in the
shareholder proposal under review. GE argued that it lacked the power to implement the
resolution under Rule 14a-8(i)(6). GE specifically stated that “the Company is not able to gather
and report information on ‘all animals used in-house and at contract research laboratories.”” (GE
No Action Letter, Dec. 14, 2010).

As the proponent pointed out, there is a huge difference between being disinclined to prepare a
report for shareholders, and unable to do so. In this case, Merck’s argument is no different from
GE’s and should be rejected.”

% Even if this were a credible argument, which it isn’t, the Staff has “a longstanding practice of issuing no-action
responses that permit shareholders to make revisions that are minor in nature...” Staff Legal Bulletin 14B (Sept. 15,
2004) In short, the Staff can permit the resolution to be edited to exclude “contract research laboratories.”
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V. The Proposal Is Completely Accurate, Using the Statistics Reported by Merck to
the USDA and Video Documented Footage Showing Brutal and Inhumane
Treatment of Animals at Merck’s Former Contract Research Organization.

As clarified in Staff Legal Bulletin 14B (Sep. 15, 2004), the place for Merck to challenge the
contents of the resolution’s supporting statement is “in their statements of opposition.” That aside,
the supporting statement is precise, accurate, and fully documented. The statistics reported in the
shareholder proposal and attacked in the last paragraph on page 10 of Merck’s No Action letter are
culled directly from the Company’s 2008 and 2009 Form 7023 filings with the USDA. A
shareholder need only compare the figures in the resolution with those appearing on Merck’s
filings attached as Exhibit 8 to its No Action letter.

PETA’s supporting statement reports that Merck experimented on 19,579 animals in-house. That
figure is reached by adding the number of animals Merck reported using in 2008 (i.e. 9,239) with
the number used in 2009 (i.e.10,340). Similarly, the numbers of primates, dogs, rabbits, and
guinea pigs were simply added up from the data Merck reported to the USDA. The data that
1,330 animals were experimented on with no relief from pain, were taken exclusively from
Column E of the USDA reporting form. If this data is false and misleading, then it is because
Merck has falsely reported to the USDA.

Likewise with respect to the information revealed in the resolution concerning the atrocities
uncovered at Professional Laboratory and Research Services.® In an interesting and telling turn of
a phrase, Merck states that “PRLR (sic) is unaffiliated with the Company ...” [Emphasis
supplied.] One need only do a superficial search of “Professional Laboratory and Research
Services” on the internet to locate news articles reporting on the closure of PLRS emanating from
the horrific conditions. Some news reports highlighted the fact that both Merck and Schering-
Plough were clients of PLRS, along with other pharmaceutical companies. *

Merck’s contracting with PLRS goes back to at least 1996 when it retained the independent
laboratory to test a heartworm product on cats. Again, in 1997, it used PLRS to test a roundworm
product on cattle.> Schering- Plough also used PLRS in 2008 to perform testing on beagles for a
product to treat roundworms.® During the course of the undercover investigation that led to the
surrender of the animals and closure of PLRS, a PLRS employee told PETA’s investigator that

* hitp://www.peta.org/features/professionalaboratory-and-research-services.aspx

4 See e. g., http://www.ibj.com/lab-used-by-lilly-other-drugmakers-accused-of-animal-

cruelty/PARAMS/article/22154 . The following quote is from Indianapolis Business Journal:
“The lab has tested flea and tick preventatives and other products for numerous companies, including Indianapolis-based Eli
Lilly and Co.’s Elanco Animal Health division, as well-as Sergeant’s, Bayer, Merck, Schering-Plough, Pfizer, Novartis, and
Merial.” [Emphasis supplied.]
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http://www.fda.gov/AnimalVeterinary/Products/Approved AnimalDrugProducts/FOIA DrugSummaries/ucm116793 .ht
ml - Merck engaged PLRS to test Heartguard product for cats in 1996;

http://www.guinealynx.info/fda/NADA140-841.html - Merck retained PLRS to test pour-on chemical used on cattle in
1997. .
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Schering-Plough retained PLRS to perform testing on animals during the course of said
investigation.

Merck and its merger companion Schering-Plough may characterize themselves as “unaffiliated”
with PLRS, but they nevertheless have a 14-year history of using the laboratory for animal testing.
The fact that Merck would lie about its and Schering-Plough’s use of PLRS to do product testing
on animals, should guide the Staff in its decision on the Company’s No Action application.

Conclusion

For the foregoing reasons, we respectfully request that the Staff advise Merck that it will
recommend enforcement action if the company fails to include the proposal in its 2011 Proxy
Statement. Please feel free to contact me if you have any questions or require further information.
I can be reached directly at 202-641-0999 or SHall3450@gmail.com.

Very truly yours,

e L R

Susan L. Hall
Counsel

SLH/pc

cc: Jimmy Yang (via fax at 908-735-1218)



(ffica of Corparate Staft Counzel Merck & Co., Inc.
WS 3B-45
One Merck Drive
P{. Box 100
Whitghouse Station N.! DBBBI-0100
Tel 908 423 1000
Fax 908 7331218

Tanuary 20, 2610 MERCK

115, Securities and Exchange Commission
Division of Corporation Finance

Office of Chief Counsel

100 F Street, NE

Washigtlon, DC 205849

Re: Shareholder Proposal of People For the Ethical Treatment of Animials
Ladies and Gentlemen:

Merck & Co., Inc. (“New Merck”), formerly known as Schering-Plough Corporation (“Schering-
Plough™}, a New Jersey corporation (the “Company™), received a shareholder proposal (the “Proposal’™)
from People For the Ethical Treatient of Animals (the “Proponent”), for inclusion in the proxy materials
for the Company’s 2011 Annual Meeling of Stockholders (the “Proxy Materials™).

In accordance with Staff Legal Bulletin 14D {November 7, 2008), this letter is being transmitted
via electronic mail. Also, in accordance with Rule 14a-8(j) of the Securities Exchange Act of 1934, as
amended {the “Exchangs Act™), the Company 1s simultaneously sending a copy ol this letter and its
attachments to the Proponent as notice of its intention to exclude the Proposal and supporting statements
from the Proxy Materials and the reasons for the omission. The Company intends to file its definitive
Proxy Materials with the Securities and Exchange Commission (the “Commission™) on April 12, 2011,

Background

On Qctober 29, 2010, the Company received the Proposal from the Proponent for inclusion in the
Proxy Materials. A copy of the Proposal is aitached to this letter as Exhibit 1. Attached to the Proposal
was a letter dated October 29, 2010 from Morgan Stanley Smith Barney that indicated that the Proponent
had continuously held at least $2,000 in market value or 1% of Company stock for onc year prior to and
including the date of the letter. A copy of that letter 15 attached to this letter as Exhibit 2.

On November 9, 2010, within 14 days of receiving the Proposal, the Company notified the
Proponent that the Proposal was deficient, both for failing to satisfy the minimum ownership
requirements of Rule 14a-8(b) and for including more than one proposal in viclation of Rule 14a-8(c).
The notification is attached to this letter as Exhibit 3. In response to the Company’s deficiency notice, on
November 17, 2010 (the “November 17 Response™), the proponent submitted a letter to the Company that
stated that:

Please be advised that a shareholder proposal submitted by People for the Ethical Treatment of
Animals (PETA) on October 28, 2010 is hereby withdrawn nunc pro tunc as of that date.
Accordingly the letter which we received from Merck dated November 9™ is no longer applicable
to the withdrawn resolution.



LIS, Secunties and Exchange Commission
Januwary 20, 2011

Page 2

Instead of attaching a new proposal. however, the Proponent re-submitied the Proposal with a [ew
revisions {the “Revised Proposal™). A copy of the Revised Proposal is attached to tlns letter as Exhibit 4.
Attached (o the Revised Proposal was an additional letter from Morgan Stanley Smith Barney that
indicated thal the Proponent had continuously held at least 2,000 in market value or 1% of Company
stock for at least one year prior to and mcluding the date of submission of the Revised Proposal. A copy
ol that letter is attached to this letter as Exhibit 3. The Company believes that it is entitled to omit the
Proposal and the Revised Propoesal from the Proxy Materials for the reasons discussed in below.

ANALYSIS
I The Proposals May Be Excluded Pursuant to Rule 14a-8(b)
Al The Proponent Acquired Shares of Merck Common Stock Within One Year of

Submitting the Proposal

Rule 14a-8(b) requires that a shareholder have continuously held at least $2,000 in market value,
or 1%, of the stock entitled to be voted on a shareholder proposal at the meeting for which the proposal
has been submitted for at least one vear by the date of the proposal’s subnmission. In the context of
proposals submitted to companies that recently completed merger transactions, the Staff has repeatedly
taken the position that a former stockholder of a corporation that is merged out of existence does not
become a stockholder of the continming corperation until the merger date. The rationale for such position
15 that acquisivion of shares of the continuing corporation constitutes a separate sale and purchase of
securities for federal securities laws purposes. See, e.g., Green Bankshares, Inc, (February 13, 2008). [n
that ietter, the Staff took the position that Green Bankshares could exclude a shareholder proposal that
had been submitted less than one year after the date that Green Bankshares had completed a merger. In
granting no-actien relief, the Staff stated that *“[i]n light of the fact that the transaction in which the
proponent acquived these shares appears to constifute a separate sale and purchase of securities for the
purposes of the federal securities laws, it is our view that the proponent’s holding period for Green
Bankshares shares did not commence earlier than May 18, 2007, the effective time of the nwrger."' See
clso Conocolhillips (March 24, 2003 ) {granting no-action relief under Rule 14a-8(b) where the proponent
received shares in the company pursuant to a merger that teok place three months before submitting
proposal even though the proponent held target company shares for over a vear}; Exelon Corporation
{(March 15, 2001) (granting no-action relief under Rule [4a-8(b} where the proponent received shares in
the company pursuant 10 a merger that took place three weeks hefore submitting proposal even though the
proponent held target company shares for over three vears).

As was the case in each of the no-action letters discussed above, the Proponent received shares of
Company conuimon stock on the effective date of the merger of Merck & Co, Inc. ("OId Merck™) with and
into a subsidiary of Schering-Plough, November 3, 2009. In connection with the merger, Old Merck
shareholders received one share of New Merck comimon stock for each share of Old Merck common

' We understand that the Comumission also has taken the position that a shareholder can include the time that such
shareholder owned stock in the former parent of a spun-off company if such former parent was a public. See. e.g.,
ESCO Electronics Corp., SEC No-Action Letter (Dec. 12, 1990) (allowing shareholders of a company that was
spun-cff from a public company less than a year prior to the submission of the shareholder proposal to include the
period during which they owned the securities of the predecessor entity to satisfy Rule 14a-8"s mininuum ownership
requirements).
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stock. In addition, each oustanding share of Schering-Plough common stock was converted into the right
wreeaive $10.50 in cash and 0.5767 of n share of New Merck comman stock, Upon completion of the
merger, Old Merck Common Stock was delisted and Old Merck was no longer a publicly traded company
and became a wholiv-owned subsidiary of Schering- Plough. Schering-Plough then changed its name to
Merck & Co., Ine. ("New Merck™), resuiting in a pust-merger company with a single class of common
stock.

In light of the effective date of the mierger. the Company notified the Proponent that it did not
appear to satisty the mimimum ownership requirements of Rule (4a-8, noting:

Rule 14a-8(b) promulgated under the U.S8. Securities Exchange Act of 1934, as amended, requires
that you establish your continuous ownership of at least $2,000 m market value, or 1%, of Merck
secunies entitled to be voted on your proposal at Merclc’s Annual Meeting of Shareholders for at

least one year from the date you subnutted vour proposal.

In order to comply with the rule, you must have held Merck siock sinee the Effective Date, and
also must have held Schering-Plough siock from October 29, 20609 until the Effective Date. Your
letter did not provide information with respect to this requirement. Please provide us wih
documentation evidencing your continuous ownership of at least $2,000 in market value of
Schering-Plough stock prior to the Effective Date for such a period as is necessary to satisfy the
one yvear holding 1‘&quirement.2

Instead of providing the proof of ownership described above, presumably because the Proponent
did not own Schering-Plough stock prior to the merger, the Proponent did not respond to the yequest for
proof of ownership, choosing instead to revise the Proposal and attempt to suggest that the Revised
Praposal was a new proposal. This response (or the lack thereof) should provide a basis for excluding the
proposals under Rule 14a-8(b).

In the ahsence of information mdicating that the Proponent owned shares of Schering-Plough
[rior to the effective date of the merger, and based on effective merger date of November 3, 2009, the
Proponent only held Company comnion stock for eleven full months as of the date that it submitted the
Propuosal. This provides a clear basis for excluding the Proposal under prior no-action positions. See.
e.g.. Norihstar Neuroscience, Inc. (March 24, 2009) (granting relief under Rule 14a-8(b) where the
proposal was submitted on Decerber 23, 2008, but the securities intended to satisfy the minimum
ownership requirements were only acquired on January 23, 2008); KevSpan Corporation (March 2, 2006)
(granting relief under Rule 14a-&(b) where the proposal was received on October 19, 2005, but the
sceurities intended to satisty the minimum ownership requirements were only acquired on October 10,
2003), OCA, Inc. (February 24, 2005) (granting relief under Rule 14a-8(b) where the proponent held
shares for four days Jess than the one-vear period).

* 1t bears noting that the position described in the deficiency notice is potentially more favorable for the Proponen:
than is required by Rule 14a-8. While we found numerous no-action letters in which the staff took the position that
the effective date for a merger is the acquisition date for securities acquired in the merger, we could not find any no-
action lctters that clearly support the view that a shureholder of the continumg entity prior (o a merger can ““tack”™
such prior ownership to satisfy Rule 14a-8(b). Nevertheless, the Proponent failed to satisfy this even more
shareholder-friendly standard since the Proponent failed to demonstrate that 1t owned any Schenng-Plough stock
wrior o the effective date of the merger.
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B. The Proponent Should Not Be Permitted to Circumvent the Minimum Ownership
Period Requirement Through the Purported Withdrawal

As noted above, the Proponent acquired Company common stock within one year of the date (hat
it submitted the Proposal and therefore cannot demonstrate that it satisfies the minimum ownership
requirements of Rule 14a-8 as of such date. In order to avoid the exclusion of the Proposal, however, the
Proponent made changes to the Proposal and attempted to claim that it was submitting a “new” proposal,
In fact, a comparison of the Proposal and the Revised Proposal makes clear that the Revised Proposal is
not new at all. For example, the principal thrust of both versions of the Proposal is the same - that the
Conpany provide a report to shareholders regarding the number and species of animals used in tests,
hasic research and develepment. Similarly, the supporting statements in the Proposal and the Revised
Proposal are identical in all vespects, In fact, the only meamingful difference between the two versions of
the Proposal is the deletion of provisions in the Proposal that also called for the Company to disclose its
plans (o phase out animal testing whenever possible, procedures to ensure compliance with animal
welfare conditions in-house and at contract research laboratories, as well as disclosures regarding
“enrichment measures™ to improve living canditions for the animals used. While we believe these
changes were likely necessary for the Proponent Lo aveid providing the Company with a basis for
excluding the Proposal under Rule 14a-8(c} on the basis that it included multiple proposals, such changes
do not thereby create a new proposal within the meaning of Rule 14a-8.

In this regard, we believe that the guidance provided in Staff Legal Bulletin 14 is instructive  In
Section E.2, the Staff provides the following gwidance:

If a company has received a timely proposal and the shareholder makes revisions to the
proposal before the company submits its no-action request, must the company accept those
revisions?

No, but it may accept the shareholder’s revisions. If the changes are such that the revised
propasal is actually a different proposal from the original, the revised proposal could be subject to
exclusion under

» rule [4a-8(c), which provides that a shareholder may submit no more than one proposal
(o a company for a particular shareholders’” meeting; and

o rule 14a-8(e), which immposes a deadline for submitting shareholder proposals.

Based on this guidance, the Company has the choice of accepting or rejecting the Proponent’s revisions to
the Proposal.

The Company does not accept such revisions. Since the Company does not accept the revisions
reflected in the Revised Proposal, the date of the submirssion of the Proposal, and not the date that the
Proponent submitted the Revised Proposal, is the date that should be considered for the purposes of
evaluating whether the Proponent satisfied the minimum ownership requirements of Rule 14a-8(b).”

“It bears noting that the Company recognizes that there may be circumstances in which a shareholder may revise or
withdraw a shareholder proposal prior to the submission of a no-action request and prior to the deadline for the
submission of shareholder proposals. As is discussed more fully in Section I of this letter, however, prior Staff no-
action positions indicate that a shareholder may no longer revise its proposal or submit an entirely new proposal
(continued. . )
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The Company believes that where, as here. a proponent purports to withdraw a previously
subnutted proposal after the Company has notified the proponent that such proposal may be excluded
under Rule [4a-8(b), and where the “new” proposal merely vevises the prior proposal, the substance,
rather than the form should prevail. The substance is that the Proponent has revised the Proposal and
such revisions do not cure the Proposal of its central deficiency: that the Proponent acquired the shares
that would otherwise give it the right to submit a sharcholder proposal within less than one vear of the
date that 1t submitted the Propasal. Sec Anfreuser-Busch Companies, ne. (Japuary 17, 2007).

Asa final note, we believe that the procedures for submissions of shareholder proposals set forth
in Rule 14a-8 are meant to ensure a smooth and reliable process for companies and sharehoider
proponents, The rules require that shareholder proponents own the requisite amount of shares as of the
date that they submit a proposal, and the submission of a proposal even one day prior to the completion of
the one-year holding period provides a basis for exclusion. The Propenent’s thinly veiled attempt to
circamvent these rules through a purported “withdrawal” should not be tolerated. As the Commission has
recognized time and time again, the Rule 14a-8 process imposes costs on companies and their
stockholders. In light of these costs, 1t is appropriate to require that shareholders adhere to the rules
governing the process and aren't allowed to game the process as would be the case here if the Proponent
was allowed to circumvent the minimum ownership requirement by labeling revisions to an otherwise
excludable proposal as a withdrawal. By virtue of Rule 14a-8if}, the Company could not have waited
until the deadline for submitting stockholder proposals under Rule 14a-8(e) had passed before notifving
the Proponent that it had not satisfied the minimum ownership requirements of Rule 14a-8. This notice
required by Rule 14a-&(f) should not provide the Preponent with a chance to circumvent the minimum
ownership requirements of the rute through the resubmission of the Proposal with minor revisions under
the auspices of a withdrawal.

without the Company’s consent once a company has notified the shareholder of deficiencies in the shareholder’s
submission. Here, since the Company already had notified the Proponent of the deficiencies associated with the
sharcholder’s submission, the Proponent could not revise the Proposal without the Company’s consent.

" In that leuer, much like the instan: situation, the shareliolder submitted a sharcholder proposal, and after being
notified by the company that such proposal could be excluded under Rule 14a-8, atiempted to withdraw the proposal
by submitting a “new’ proposal. Consistent with its approach in comparable situations, the Staff granted no-action
rehief under Rule 14a-3(10) with respect to the proposal that the propenent attempted Lo subinit a new proposal, and
aranted no-action relief' under Rule 14a-8(c) with respect ta the new proposal. The facts in the Anfeuser-Busch no-

action letter are as follows: On Qclober 17, Zufie tahea-er-Busch veceived a proposal to declassify the board from
the proponaat. On the same date that it revers ! e cooposal the compary informed the proponent by e-mail thal
the company had previously adopted an amromdio o ioss Contificate of Incorparation to declassify its Board.
Soconting tacthe ma-action roguest. e campans o ithe i asked the proponent if he desired to withdraw the
declissafication praposul. instead of simply vithicde v e e proposal. however. the proponent in tat letter sent the

compay o secrnd proposal that wasomarked ar by
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[l The Revised Proposal May Be Excluded Pursuant to Rule 14a-8(<)

Rule 14a-8(c) provides that a shareholder “may subniit no more than one proposal to o company
for a particular stockholders™ meeting.” Even thaugh the Company does not accept the revisions included
in the Revised Proposal and believes that the Proposal and the Revised Proposal should be treated as one
proposal, it also believes that it would be entitled to exclude the Revised Proposal under Rule 14a-8(c).
Here, since the Proponent has submitted a proposal for the 2011 Proxy Materials, which the Company
intends to exclude under Rule 14a-8(b). it 15 prohibited from submitting a second proposal.

The Staft has generally taken the position that a company may rely on Rule 14a-8(c) to exclude a
shareholder proposal that is submitted in substitution for a previously submitted proposal that a company
has notified the proposing shareholder could be excluded under Rule 14a-8. See, e.g., Beverly
Enterprises, Inc. (February 7, 1991). In Beverly Cnterprises, the proponent submitied a second proposal
after being notified by the company that the furst propesal would be omitted as moot. The proponent then
attempted to withdraw the first preposal and argued that the second propesal should be included in the
company’s proxy materials since only the second proposal was left and the deadline for submissions had
not vet passed. Notwithstanding the proponent’s attempt fo withdraw the {irst proposai, the Staff found
that the second proposal could be excluded under the one-proposal rule, and granted no-action relief,
neting:

The Division concurs in your position that the October 26, preposal constitutes a second proposal
that may be excluded under rule 14a-8(a)4}. That provision states that a “proponent may submit
no more that one proposal , . . for inclusion in the issuer’s proxy materials for a meeting of
security holders. That provision also allows a propenent the opportunity to conform his/her
subnussion to the one-proposal limit after notice by the issuer of the linmtation. In the Division’s
view, the one-proposal limit allows the omission of a proposal, notwithstanding the absence of
notice by the issuer, if a statement of reasons to onut one propoesal submitted by a proponent is
filed In accordance with rule 14-8(d) and subsequently that proponent subniits a second proposal
involving another matter. [n reaching a position, the staff particularly notes that the Company
advised the Proponent that the subject of the September |, proposal had heen rendered moot. We
further note that atter being advised that the Company had, within the meaning of rule [4a-
8(c)(1¢), “substantially implemented™ the September 1, proposal, the Proponent withdrew that
proposal and subnutted the October 26, proposal which involved another matter. Under these
circumstances, the Division will not recommend enforcement action to the Commission if the
October 26, proposal is omtted from the Company’s proxy materials.

See also Dow Chemical Company (March 2. 2006). Much like Beverly Enterprises and the present facts,
the shareholder in Dow Chemical attemipted to submit a second shareholder proposal and withdraw a
previously submitted proposal after Dow Chemical had informed the shareholder that (he shareho!der’s
first proposal could be excluded on the basis that the company already had implemented the first
preposal.” In our case this notification was effected by the deficiency notice that informed the Proponent

* Dow Chemical summarized the chronology leading the attempted withdrawal of the first proposal as follows in its
no-action request:

... following receipt of the Classified Board Proposal, on October 21, 2005 the Company wrote a letter to the

Proponent reminding him of the 2603 Proposal and the Company’s actions in 2004, The Company also

requested that the Proponent withdraw the Classified Board Proposal, and inferimed bim that that the Company

would likely submit a no-action request to the SEC indicating that the First Proposal had already been
{continued...)



LS. Secarities and Exchange Conmission
January 20, 2011

Poaae 7
¢

that the Praposal could be excluded becsuse the Proponent did not satisty the minimum ownership period
imposed by Rule 14a-8(b). In response Lo ureuments that are very similar to those being made here. the
Staff granted no-action relief under Rule 14a-8i1)(10) with respect to the first proposal and under Rule
14a-8(c) with respect to the second proposal. Notably, both proposals were submitted before the deadline
for the submission of shareholder proposals under Rule 14a-8(e).°

The fact that the Company did not send out a second a deficiency notice notifying the Proponent
of its failure to comply with the one-proposal limitation should not preclude no-action relief. The Staff
has granted no-action velief in similar circuimstances on several occastons. See, e.g., Firestone Tire &
Rubber Co. (December 16, 1987). In that letter, Firestone notified a shareholder of its intention to exclude
the shareholder’s proposal from its proxy materials and requested the Staff’s view regarding the omission
in a letter dated Tuly 27, 1987, On August 5. 1987, the proponent submitted a second propesal. Firestone
responded, without any prior notice to the proponent, by seeking relief directly from the Staff under the
one-proposal limitation. By letter dated December 16, 1987, the Staff agreed with Firestone’s argunient
that the submission of the second proposal violated the one-proposal limitation.

The Firestone Tire no-action letter is not the only instance m which the Staff has allowed a
company to exclude a proponent’s second proposal pursuant to Rule 14a-8(c} without any further notice
to the proponent that the second proposal vielates the one-proposal limitation. For example, in Noble
Romar's, Inc (March 12, 2010), the Staff agreed with Neoble Roman’s arguments that it could exclude a
“revised proposal” because it represented a second proposal under Rule 14a-8(c) even though Noble
Roman’s had only notified the shareholder of its intention to omit the first proposal when it sent the
proponent a copy of the no-action request to exclude the first proposal. Noble Roman’s did not send the
sharcholder a deficiency notice with respect to the second proposal - instead, it only notified the
sharcholder ol the shareholder’s violation of the one-proposal [imitation when it sent the shareholder a
copy of a no-action request to exclude the second proposal under Rule 14a-8(c). See aiso Raytheon Co..
{February 12, 2009) (concluding that ““the oae proposa! linut allows the omission of a second proposal,
notwithstanding the absence of notice, if a company has filed a statement of reasons to omit a proposal in
accordance with Rule 14a-8()) and subsequently the proponent submits the second proposal.”).

Ironically. the Commission adopted the one-proposal limitation more than 30 years ago in
response to concerns about tactics like those employed by the Proponent. At the time, the Commission
was concerned that some “proponents . . . [exceed] the hounds of reasonableness . . . by submitting
excessive numbers of proposals.” Exchange Act Release No. 12999 (November 22, 1976). The stant
Proposal and Revised Proposa! are examples of such abuses. As the Commission acknowledged in 1976,

implemented. The Company’s letter to the Proponeat, along with its attachments, is included in Exhibit A
hereto. In response, the Proponent submitted the Muajority Vote Propoesal on October 25, 2005, which meluded
the notation ~10-25-05 Update” on the upper right-hand comner of the accompanying cover letter.

" The Proponent may attempt to argue that Beverh Enterprises and Dow Chemical are distinguishable from our facts
because they involved two proposals on completely different topics, while the Proposal and Revised Proposal
concern the samie wpics. Any such arguments should be rejected — the Staff has granted no-action relief under Rule
l4a-8(c) when a proponent submitied two substantially similar proposals, as is the case here. See, e.g., Hanesbrands,
Ine. (November 13, 20097 {granting relief under Rule j4a-8(c) for an identical second proposal where the first
proposal was properly excluded under Rules 14a-8(b) and [4a-8(f)); see also Motorola, frc., (December 31, 2001)
(zrarting rehief under Rule 14a-8(c) where the shaceholder submitted two substantially similar proposals after the
Staff had allowed the company to exclude the first proposal).
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“[s]uch practices are mappropriate under Rule 14a-8 not only because they constitute an unreasonable
exercise of the right to subnut proposals at the expense of other sharebolders but also because they tend to
obscure other material matters in the proxy statements of issuers, thereby reducing the effectiveness of
such documents . .. .7 fd. Thus, the Commission adopted a two-proposal lunitation (subsequently
amended to be a one proposal limitation) but warned of the “possibility that some proponents may
attempt to evade the [rule’s] limitations through various maneuvers . . .7 Id. The Commission went on to
warn (mat “such tactics™ could result in the cranting of no-action requests pernutting exclusion of the
multiple proposals. We believe that the present facts warrant such an outcome. The Preponent is
attempting (o circumvent the one-proposal limitation of the rule through its submission of the Revised
Proposal after learning that the Proposal can be excluded in reliance on Rule 142-8(b). Consistent with all
ol the ne-action letters discussed above, the Company is entitled to exclude the Revised Proposal in
reliance on Rule 14a-8(c).

1. The Proposals May Be Excluded Pursuant to Rule 14a-8(i)(10)

Rule 14a-8(1)(10) permits a company to exclude a proposal from its proxy materials if the
company “has already substantially implemented the proposal.” The Comniission has stated that for a
proposal to be omitted as moot under this rule it nrust be “substantially implemented™ by a company, not
implemented in full or precisely as presented. Sce Exchange Act Release No. 20091 (August 16, 1983).
The general policy underlying the “substantially implemented”™ basis for exclusion is “to avoid the
possibility of shareholders having te consider matters which have already been favorably acted upon by
the management.” See Exchange Act Release No. 12598 (July 7, 1976).

The SialT has consistently permitted exclusion of a shareholder proposal when a company has
already substantizlly inmplemented the essential objective of the proposal even if by means other than
those suggested by the shareholder proponent. See. e.¢., Wal-Mart Stores, Inc. (March 30, 2010)
(concurring that a company’s adoption of various internal policies and adherence to particular principles
substantially implemented a proposal seeking the adoption of principles for national and intermational
action to stop global warming specified in the proposal); PGAEE Corporation (March 10, 2010)
(concutring that a company’s practice of disclosing annual charitable contributions in various locations on
its website substantially implemented a proposal seeking a semi-annual report on specific information
regarding the company’s charitable contributions); Aefa Ine. (March 27, 2009) (concurring that a report
on gender considerations in satting insurance rates substantially implemented a proposal seeking a report
on the company’s pelicy responses te public concerns about gender and insurance, despite the
proponent’s arguments that the report did uot fully address all issues addressed in the proposal).

Both Proposais submitted by the Proponent ask the Company to disclese “the numbers and
species of all animals used in-house and at con(ract research laboratories for both explicitly required tests
and 1n basic research and development.” The Company and each of the contract research laboratories
engaged by the Company, as required under the Animal Welfare Act, submit, on an annual basis,
information disclosing the numbers and types of certain animals used to the United States Departiment of
Agniculture ("USDA™). This information is supplied annually to the USDA on the Animal and Plant
Health Inspection Sevvice (“APHIS™) Form 7023 (“Form 7023”). All animals that are required to be
disclosed under the Animal Welfare Act are disclosed by the Company and each of the contract research
laboratories engaged by the Company.
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The information is made available on the APHIS website by the USDA." Information not posted
on the website zan also be obtained through a Freedom of Information Act request. The Proponent’s own
supporting statenient includes the very data they are asking the Company to disclose as part of the
Proposals, which clearly indicates that the information is already readily available. Form 7023 identifies
animals covered by the Animal Welfare Act and also provides additional space for filers to include
addinonal animals not already specified on Form 7023. Form 7023 1s certified by either the CEOQ or
legatly responsible Institution Official at the Company. A specimen copy of Forin 7023 is attached hereto
as Exhibit 6. The Proponent’s supporting statement in both Proposals cites with exact detail the nuinber
of animals covered under the Animal Welfare Act used by the Company and even includes a breakdown
of certain species. Contract laboratories engaged by the Company are also required to disclose the
information required under Form 7023 however, sponser information is not disclosed. As further
detailed below. 1t would be a violation of law for the Company 1o disclose information regarding contract
laboratories.

1V, The Proposals May Be Excluded Pursnant to Rules 14a-8(i}(2) and 14a-8(i)(6)

Rule 14a-8(i)(2) permits exclusion of a proposal that, if adopted, would cause the company to
violate any state, federal or foreign law to which (t is subject, while Rule 14a-8(1)(0) permits excluston of
a proposal that, if adopted, the company would lack the power ov authority to implement. The staff of the
Division of Corporation Finance has noted that a company may omit a shareholder proposal from is
proxy materials on either or both of these grounds if the proposal in question “would result m the
company breaching existing contractual obhgations . . . because implementing the proposal would require
the company to violate applicable law or would not be within the power or authority of the company to
implement.” Staff Legal Bullerin 148 (Seplember 15, 2004). In accordance with this position, the
Division has consistently pernutied exclusion of shareholder proposals under Rules 14a-8(1)(2) and 14a-
S(1H6) where a proposal would require the company to breach its contractual obligations. See Bank of
America Corporation (February 26, 2008) (proposal requiring disclosure of fees in an agreement covered
by a confidentiality provision). Hudson United Bancorp (March 2, 2005) (proposal mandating rescission
of severance agreements governed by New lersey law): NetCurrents, fnic. (June 1, 2001); Guest Supply
Inc. (October 28, 1998). Tlus letter also constitutes the opinion of counsel required by Rule 14a-
B(5)(2i).

The Company and its affiliates regularly enter into service agreements with research laboratories
that conduct animal research on the Company’s behalf. These agreements are typically subject to
confidentiality agreements, which prohibits the Company's research partners from disclosing any
information about the Company. A significant number of agreements are subject to nwtual
confidentialitv agreetments which prohibit both parties thereto from disclosing information exchanged in
the course of that relationship. Such mutual confidentiality agreements prevent both parties from
disclosing “any and all information, know-how, and data, whether oral, written, or graphical” without the
prior written consent of the other party.® If implamented, the Proposals would require the Company to
disclose information regarding animals that are used by its research partners pursuant to such agreemens.
This, however, 1s beyond the Company’s power to implement because it can not voluntarily report such

/ See hip/Awww aphisusda.govionimal_w elfine/ Annual Reports/New%20Jersey_23/22 R-0030/r_2009_22-1-
{030 pdf for the Company’s 2009 report.

® An example of such mutual confidentiality clanse accompanies this letter as Exhibit 7.
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infonmation. Further, the unilateral disclosure ol information requived by the Proposal would require the
Company to breach iis contractual obligations to maintain all such mnformation, including the animal
research data required by the Proposal, in confidence. Furthermore, the Company lacks the ability to
require 1ls contractual counterparties to provide it with the information required by the Proposal or to
consent to the Company’s disclosure of any confidential information.

The Company’s service agreemients and related confidentiality provisions are typically governed
by New lersey law. Under New Jersey law, violation of a confidentiality agreement gives rise to a breach
of contract claim. Sce Servyv v. Federal Business Centers. Inc., 616 F. Supp.2d 496, 507 (D.N.J. 2008). A
breach of contract claim under New Jersey law involves the establishment of a contract, breach of such
contract, damages flowmg therefrom and that the party asserting the claim has performed its obligations
thereunder. See Frederico v. Home Depot, 507 F.3d 188, 203 (3d Cir. 2007) (applying these elements to
an alleged breach of a written non-disclosure agreement); Pubiic Serv. Enterprise Group, Inc. v.
Philadelphia Elec. Co., 722 F. Supp. 184, 219 (D.IN.1. 1989); see also 23 Williston on Contracts § 63:1
(41h ed. 2010} (*{A] breach of contract i3 a failure, without legal excuse, to perform any promise that
forms the whole or part of a contract.”). In New Jersey, a party who breaches a contract without
sufficient legal cause shall be liable for damages. See First Nat. State Bank of New Jersey v.
Commomvealth Fed. Sav. and Loan Ass'in of Norristovn, 610 F.2d 164, 174 (3rd Cir. 1979} (holding that
object of remedy for breach of contract is to make aggrieved party whole). In this regard, the Company’s
agreements generally provide that any use or disclosure of confidential infornation will cause irreparable
harim such that the other party shall be entitled to injunctive relief, in addition to monetary damages.

[T implemented, the Proposals would require the Company to unilaterally disclose confidential
nformation in breach of its contractual obligations to maintain such information in cenfidence, thereby
violating New Jersey law, Accordingly, we believe the Company may exclude the Proposals from its
proxv materials in reliance upon Rules 14a-8(1)(2) and 14a-8(1)(6).

V. The Proposals May Be Excluded Pursuant to Rule 14a-8(i)(3)

Under Rule {4a-8(i)3), a proposal may be omitted from a registrant’s proxy statement if “the
proposal or supporting statement 1s contrary to any of the Comimission’s proxy rules, including Rule 14a-
9, which prohibits matenally false or misleading statements n proxy soliciting materials.” Rule 14a-9
provides, in pertinent part, that *No solicitation subject to this regulation shall be made by means of any
proxy statement, form of proxy, notice of meeting or other conmmunication, written ot oval, containing any
statement which, at the time and in the light of the circumstances under which it is made, is false or
misleading with respect to any material fact, or which omits te siate any material fact necessary in order
to make the statements therein not false or misleading.” The Staff has stated that it would concur in a
company’s rcliance on Rule 14a-8(1)(3) to exclude a proposal where a company “demonstrates
objcctively that the proposal is materially false or imisleading.” See Staff Legal Bulletin 14B (September
15, 2004).

As stated earlier, the Propenent’s Proposals each have identical supporting statements. The
Propenent states “In 2008 and 2009, our Company experimented on 19,579 animals in-house ... 11,830
of these animals were used in painful experiments in Company laboratories and more than 1,330 of them
were given no pain relief whatsoever.” Presumably, the Proponent is referring to the Company’'s Form
7023 filed 1n 2008 and 2009, copies of which are attached hereto as Exhibit 8 |, however, the manmner in
which the Proponent has presented those numbers s materially misleading.
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An examination of Form 7023 shows six columns of information labeled A, B, C, D, E and F.
Columns A and F relate to the animals covered by the Aniinal Weltare Act and the total number of
animals used, respectively. Columns B through E categorize the use of such animals. Column B hsts the
number of animals nol yet used for vesearch purposes: column C lists the number of animals whose use
wmvolved “no pain, distress, or use of pain-relieving drugs”; colunm D lists the number of animals whose
use involved “pain or distress 10 the animals and for which appropriate anesthetic, analgesic or
tranquilizing drugs were used” and colunm E lists the number of animals whose use “invalved
accompanying pain or distress to the animals and for which the use of appropriate anesthetic, analgesic or
rranquilizing drugs would have adversely affected the procedures, results or interpretation of the teaching,
research experiments, surgery or 1ests.”

The form clearly differentiates between experiments where the subject animals experienced pain
or distress and which anesthetics, analgesics or trangquilizers were used and experiments where the use of
any anesthetics, analgesics or tranquilizers would “have adversely affected the procedures....” The
Company mitigates any pain or distress that an animal may experience whencver possible and keeps to a
minimum animal usage where mitigation efforts cannot be used due to its adverse affect on the related
research.  The Proponent has decided not to include any discussion of this 11 thelr supporting stateiment.

The Proponent’s supporting statement also includes the following statement:

Animals used in laboratory experiments experience pain, fear and stress. They spend their lives
in unnatural settings — caged and deprived of companionship — and subjected to painful
experiments. This is reality for animals in laboratories, What should not be the norm is the
outright torture of defenseless animals.

This statemment is materially misleading because is does not apply to the Company’s practices.
First, as noted above, not all animals used in laboratory experiences experience pain, fear or stress.
Further. all caging of animals done by the Company complies with USDA regulatory standards for caging
as well as the standards noted in the Guide for the Care and Use of Laboratory Animals (National
Academy Press, 1996). The Company’s research facililies are inspected annually by the USDA to verify
compliance with all caging standards and other USDA regulations. Additionally, most animals are
socially housed and not deprived of companionship. For example, non-human primates hayve an
environmental enrichment plans that include social housing. The veterinary staff developed the plans and
they are reviewed by the Institutional Animal Care and Use Committee as well as by the USDA .’

9. - . . , . . : .

I'lie Institutional Animal Care and Use Committes (IACUC) is a self-regulating entity that, according to U.S.
tederal law, must be established by institutions that use laboratory animals for research or instructional purposes to
oversee and evaluale all aspects of the institution’s animal care and use program.
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As an addivonal measure, the Company’s research facilities also have attained and maintained
accreditation from the Association for Accreditation and Assessment for Laboratory Animal Care
("AAALACT). The following is from AAALAC s swebsite:

AAALAC International is a private, nornprofit organization that promotes the humane treatment
of animals in science through voluntary accreditation and assessment progranis.... For some,
antmal research 15 a controversial topic. But like others i the animal welfare arena, AAALAC
endorses the use of animals to advance medicine and science when there are no non-animal
alterna‘ives, and when it is done in an ethical and humane way. When animals are used.
AAALAC works with stitutions and researchers to serve as a bridge between progress and
animal well-being. This 1s done through AAALAC’s voluntary accreditation process in which
research programs demonstrate that they meet the minimum standards required by law, and are
also soing the extra step to achieve excellence in animal care and use

The Company has taken great measures to ensure that the treatment of the animals used in its
research efforts exceed statutory and regulatory miumum standards. Based on these measures we believe
that it is clear that the Proponent’s statement that ““[w]hat shiould not be the norm is the outright torture of
defenseless animals™ is clearly faise and misieading, or at a minimumn, irrelevant to the Company since
the methods of research used by the Company cannot be characterized as involving torture. In this
regard, we believe that the statement’s reference 1o “torture” 1s excludable under Rule 14a-9 on the basis
that 1t 1s inflammatory and is impugning, which, as indicated by Staff Legal Bulletin 14B, Section B.4,
provides a separate basis for exclusion.

The Proponent’s supporting statement also includes a lengthy discussion about its undercover
investigation of Professional Research Laboratory and Research Services (“PRLR™). PRLR is
unaffihated with the Company and the statements made by the Proponent regarding PRLR have nothing
to do with the Company. More umportantly, the discussion regarding PRLR has nothing to do with the
Proponent’s Proposal which is about disclosure of animals used in the Company’s research efforts.
Presumably, the motive behind including such statements about an unatfihated third party is an attenipt to
Iink their behavior with the Company.

CONCLUSION

Accordingly, for the reasons explained above, and without addressing or waiving any other
possible grounds for exclusion, the Conipany requests the Staft to concur m our opinion that the Proposal
may be excluded from the Company's Proxy Materals for the reasons set forth herein.

If you have any questions or require any further information, please contact me at 908-423-5744.
Should you disagree with the conclusions set forth in this letter. we respectfully request the opportunity to
confer with you prior to the determination of the Staff's final position.

Wery truly yours,

)

1y Y ang .

Legal Director
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PEOPLE FOR THE ETHICAL
TREATMENT OF ANIMALS

501 FRONT ST.
Office of the Secretary NORFOLK, VA 23510
757-622-PETA
NOY - 2 201 757-622-0457 (FAX}
October 28, 2010 Info@petaorg
. 2398 ROWENA AVE ., #103
Celia A. Colbert _ LOS ANGELES, CA 90039
Senior Vice President, Secretary and Assistant General Counsel 323-644-PETA
Merck & Co., Inc. 323-644.2753 [FAX)
1 Merck Dr. PETA.ORG ~

Whitehouse Station, NJ 08889
Dear Secretary:

Attached to this letter is a shareholder proposal submitted for inclusion in the
proxy statement for the 2011 annual meeting. Also enclosed is a letter from
People for the Ethical Treatment of Animals’ (PETA) brokerage firm, Morgan
Stanley Smith Bamney, confirming ownership of 101 shares of Merck & Co., Inc.
common stock, most of which was acquired at least one year ago. PETA has held
at least $2,000 worth of common stock continuously for more than one year and
intends to hold at least this amount through and including the date of the 2011
shareholders meeting.

Please contact the undersigned if you need any further information. If Merck &
Co., Inc. will attempt to exclude any portion of this proposal under Rule 14a-8,
please advise me within 14 days of your receipt of this proposal. I can be reached
c/o Stephanie Corrigan at 323-644-7382 ext. 24 or via e-mail at
StephanieC{ajpeta.org.

Very truly yours,

Susan L. Hall
Counsel

Enclosures: 2011 Shareholder Resolution
Morgan Stanley Smith Barney letter




TRANSPARENCY IN ANIMAL RESEARCH

RESOLVED, to promote transparency and minimize the use of animals, the Board is
requested to 1ssue an annual report to shareholders disclosing the following:

1. The rumber and species of all animals used in-house and at contract research
laberatories for explicitly required tests; the number and species used in basic research and
development; and the Company’s plans to phase out animal testing wherever possible;

2. Procedures to ensure compliance with basic animal welfare considerations in-house
and at contract research laboratories, including entichment measures to improve living
conditions for the animals used.

Supporting Statement

Product development and testing involve ethical issues relating to animal suffering. In 2008
and 2009, our Company experimented on 19,579 animals in-house. This numbers does not
include mice and rats or animals used for Merck experiments in contract research laboratories.
Among others, 2,674 primates, 4,444 dogs, 5,011 rabbits, and 3,550 guinea pigs were used.
11,830 of these animals were used in painful experiments and more than 1,330 of them were
given no pain relief whatsoever.'

Animals used in laboratory experiments expenence pain, fear and stress. They spend their
lives in unnatural settings - caged and deprived of companionship — and subjected to painful
experiments. This is reality for animals in laboratories. What should not be the norm is the
outright torture of defenseless animals.

A recent undercover investigation of a Merck contract research organization, Professional
Laboratory and Research Services, Inc., shows that Merck has hired a laboratory where
animals suffered above and beyond the commissioned tests even though our Company’s
policy specifically states that “Merck places high value on its animal welfare stewardship
responsibility > Documentation and video footage® from this investigation showed:

e Sick and injured animals regularly denied veterinary care;

» An inadequately anesthetized dog struggling while an untrained worker extracts his
tooth with pliers;

» Cats slammed Into cages;
» Cats and dogs sprayed with pressure hoses;

¢ Technicians screaming obscenities at animals while dragging, throwing, and kicking
them;

*  One worker repeatedly tried to rip out a cat’s nails;

" http://www.aphis.usda.gov/animal_welfare/efoia/7023.shtml

: http:/fwww merck. com/corperate-responsibility/research-medicines-vaceines/new-
technologies/animatl-research/approach.html

: http./forigin. www.peta.org/tv/videos/animal-experimentation/599605536001 .aspx




* Filth and deafening noise.

Our company has the ability and the obligation to ensure that no animal suffers from lack of
veterinary care, poor housing, or outright mistreatment. Further, our Company has an ethical
and fiscal obligation to ensure that a minimum number of animals are used and that the best
science possible is employed in the development of products. Given the fact that 92% of
drugs deemed safe and effective when tested in animals fail when tested in humans and that,
of the remaining 8%, half are later relabeled or withdrawn due to unanticipated, severe
adverse effects, there is a clear scientific imperative for improving how our Company’s
products are tested.”

We urge shareholders to vote in favor of this socially and ethically important public policy
proposal.

* FDA Commissicrer: http//www.fda.gov/NewsEvents/Speechesicm053539.htm
Recent advances in genomics, systems biology, and computational biology can do much to
reduce and eventually replace the use of animals in experiments.
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SmithBarney

October 28, 2010

Celia A. Colbert

Senior Vice President, Secretary and Assistant General Counsel
Merck & Co., Inc.

1 Merck Dr. ‘

Whitehouse Station, NJ 08839

Re: Shareholder Proposal for Inclusion in the 2011 Proxy Material

Dear Secretary:

This letter serves as formal confirmation to verify that People for the Ethical Treatment
of Anmimals is the beneficial owner of 101 shares of Merck & Co., Inc. common stock and
that PETA has continuously held at least $2,000.00 in market value, or 1% of Merck &
Co., Inc. for at least one year prior to and including the date of this letter.

Should you have any questions or require additional iuformation, please contact me at
(301) 765-6484,

Sincerely, |
Mindy J. Mash

S1. Reg. Associate
Morgan Stanley Smith Barney

Morgan Stanley Smith Buney LLC. Member SIPC.
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Otfice of Corparate Staff Caunsel Merck & Ca., Inc.
WS 3B-44
One Merck Drive
PO, Box 100
Whitehause Station NJ 08889-0100
Tel 908 423 1000
Fax 908 7351218

{(VIA OVERNIGHT DELIVERY)

November 9, 2010 e MERCK

Susan L. Hall

People for the Ethical Treatment of Animals ("PETA")
2898 Rowena Ave., #103

Los Angeles, CA 90039

Dear Ms. Hall:

On October 29, 2010, we received your letter submitting a sharehclder proposal for
inclusion in the proxy materials for the 2011 Meeting of Shareholders.

On November 3, 2009 (the "Effective Date"), Merck & Co., Inc. ("Old Merck”) merged
with and into a subsidiary of Schering-Plough Corporation ("Schering-Plough"} and
Schering-Plough changed its name 1o Merck & Co., Inc. ("Merck”).

Rule 14a-8(b) promulgated under the U.S. Securifies Exchange Act of 1934, as
amended, requires that you establish your continuous ownership of at least $2,000 in
markel value, or 1%, of Merck securities entitled to be voted on your proposal at Merck’s
Annual Meeling of Shareholders for at least one year from the date you submitted your
proposal.

In order to comply with the rule, you must have held Merck stock since the Effective
Date, and also must have held Schering-Plough stock from October 29, 2009 until the
Effective Date. Your letter did not provide information with respect to this requirement.
Please provide us with documentation evidencing your continuous ownership of at least
$2,000 in market value of Schering-Plough stock prior to the Effective Date for such a
period as is necessary to satisfy the one year holding requirement,

If you have not satisfied this holding requirement, in accordance with Rule 14a-8{f),
Merck will be entitled to exclude the proposal. If you wish to proceed with the proposal,
within 14 calendar days of your receipt of this letter, you must respond in writing to this
letter and prove your eligibility by submitting either:

« a written statement from the "record" holder of the securities {(usually a broker or
bank), verifying that, at the time you submitted the proposal, you continuously held
the securities for at least one year; or

¢« a copy of a filed Schedule 13D, Schedule 13G, Form 3, Form 4, Form 5, or
amendments to those documents or updated forms, reflecting your ownership of
shares as of or before the date on which the one-year eligibility period begins and



Feople for the Ethical Treatment of Animals
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Page 2

your written staterment that you have contiruously held the required number of
shares for the one-year period as of the date of the statement.

Additionally, Rule 14a-8(c) states that each stockholder may submit no more than one
proposal 1o the company for a particular stockholders' meefing.  Your submission
appears to include more than one distinct proposal relating to: (i) the disclosure of the
number and species of all animals used, (i) Merck's plans to phase out animal testing
wherever possible, (iii) procedures to ensure compliance with basic animal welfare
considerations and (iv) measures to improve living conditions for the animals used. As
such, PETA's submission is required by Rule 14a-8 to be reduced 1o a single proposal.
if you wish to proceed, within 14 calendar days of your receipt of this letter, you must
provide a revised proposal meeting the requirements of Rule 14a-8(c).

Merck reserves the right, and may seek to exclude the proposal if in Merck's judgment
the exclusion of such proposal from the proxy materiais would be in accordance with
SEC proxy ruies.

For your convenience, | have enclosed a copy of SEC Rule 14a-8 in its entirety. If you
should have any questions, you may contact me at (908) 423-5744. Please direct all
further correspondence regarding this matter to my attention.

Very truly yours,

Jmmy
gal Director



Rule 14a-§ 21

() The security holder will not use the list information for any purpose other than to
solicit security holders with respect to the same meeting or action by consent or au-
thorization for which the registrant is soliciting or intends  solicit or to communicate
with security holders with respect 1o a solicitation commenced by-the regisirant; and

(i) The security holder will not disclose such infurmation to any person other than a
beneficial owner for whom the request was made and an employee or agent to the
extent necessary to-effectuate- the communication or solicitation.

{d) The secunty holder shall not use-the information fun'ushed by the registrant
pursuant to paragraph {a)(2)(ii) of this section for any purpose other than to solicit
security holders with respect to the same meeting or action by consent ot authorization
for which the registrant is soliciting or intends to solicit or.to communicate with
security holders with respect-to a solicitation commenced by theTegistrant; or disclose
such information to any person otherthan an employee, agent, or beneficial owner for
whom 2 request was made to the extent necessary to effectuate the cormmnunication or
solicitation. The security holder shall retum the information ‘provided pursuant to
paragraph (a)(2)(ii) of this section and shall not retain any copies thereof or of any
information derived from such information after the termination of the solicitation.

(e) The security. holder shall reimburse the reasonable expenses incurred by the
registrant in performing the acts requesied pursuant to.paragraph (a) of this section.

Note I to § 240.14a-7. Reasonably prompt methods of distribution to security
holders may be used instead of mailing. 'If an aliernative distribution.method is
chosen, the costs of that method should be CO[lSldBL'cd where necessary rather than
the costs of mailing.

Note 2 to § 240.14a-7. . When providing the i.nformation required by Exchange
Act Rule 14a-7(2)(1)(ii), if the registrant has received affimpative written or implied
consent to.delivery of a single copy of proxy materials to a shared address in ac-
cordance with Exchange Act Rule 14a-3(e)(1), it shall exclude from the pumber of
“record holders those to whom it does not have to detiver a separate proxy statement.

Note 3 to §240.14a-7. If the registrant is sending the requesting security
holder’s materials under § 240.14a-7 and receives’a request from the security
holder to furnish the matenials in the form and manner described in § 240.14a-16,
the registrant musi accommodate that request.

Rule 14a-8. Shareholder Proposals.

This section addresses when a company must include a shareholder’s proposal in its
proxy statement and identify the proposal in its form of proxy when the company holds
an annual or special meeting of shareholders. In summary, in order to have .your
shareholder proposal included on a company’s proxy card, and included along with any
supporting statement in jts proxy statement, you must be eligible and follow certain
procedures, Under a few specific circumstances, the company is permitted to exclude
your proposal, but only after submitting; its reasons to the Commission. We structured
this section in a quesLion and-answer format so that it is easier to understand. The
references to “you are to a shareholder seeking to submn lhc proposal.

(a) Question I: What is a proposal"

A shareholder proposal is your recornmcndauon or rcquucment Lhat the company and/
ar its board of directors take action, whicli you fniend to present al a meeting of the
company's shareholders. Your proposal should staie as clearly as possible the course of
action that you believe the company should follow. If ybur proposal is placed on the
company’s proxy card, the eompany must also provide in the form of proxy ineans for
shareholders to specify by boxes a choice between approval or disapproval, or abstention. -
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Unless otherwise indicated, the word ““proposal” as used in this section refers both to your
proposal, and to your corresponding statement in support of your proposal {if any).

{b) Question 2: Whe is eligible to submit a propesal, and how do I demonstrate
to the company that T am eligible?

(1) In order to be eligible to submit a proposal, you must have continuously held at
least $2,000 in market value, or 1%, of the company’s securities entitled to be voted on
the proposal at the meeting for at least one year by the date you submit the proposal.
You must continue to hold those securities through the date of the meeting.

(2) If you are the registered holder of your securities, which means that your name
appears in the company’s records as a shareholder, the company can verify your
ehgibility on its own, although you will still have to provide the company with a written
statement that- you intend to continue to. hold the securities through the date of the
meeting of shareholders, However, if like many shareholders you are not a registered
holder, the company likely does not know that you are a shareholder, or how many
shares youown. In this case, at the time you submit your proposal, you must prove your
eligibility to the company in one of two ways:

(i) The first way is to submit to the company a written statement from the “record”
holder of your securities {usuaily a broker or bank) verifying that, at the time you
submitted your propasal, you comtizrously held the secvrities for af least one year. You
must also include your own written statement that you intend to continue to hold the
securities through the date of the meeting of shareholders; or

(ii) The second way tu prove ownership applies only if you have filed a Schedule
13D, Schedule 13G, Form 3, Forqn 4 and/or Form 5, or amendments to those documents
or npdated forms, reflecting.your ownership of the shares as of or before the date on
which the one-year eligibility period begins. If you have filed one of these documents
with the SEC, you may demonstrate your eligibility by submitting 1o the company:

(A} A copy of the schedule and/or form, and any subsequent amendments reporting
a change in your ownership level;

{B) Your written statement that you continuously held the required number of
shares for the one-year period as of the date of the stalement; and

(C) Your written statement that you intend to continue ownership of the shares
through the date of the company’s annual or special meeting.

{c} Question }: How many propesals may I submit?

Each shareholder may submit no mare than one proposal te a company for a
particular sharehoiders” meeting. :

(d) Question 4: How long can my proposal be?

The propesal, inciuding any accompanying supporting statement, may not exceed
500 words. .

(e) Question 5: What is the deadline for submiiting a proposal?

(1) Uf you are submitting your preposal for the company's annual meeting, you can
in most cases find the deadlime in last year's proxy staterent. However, if the company
did not hold an annual meeting last year, or has changed the date of its meeting for this
year more than 30 days from last year’s meeting, you can usually find the deadiine in
one of the company's quarterly reporis on Form 10-Q) (§ 249.308a of this chapter), ot in
shareholder reparts of Iivestnent compantes under § 270.30d-1 of this chapter of the

Investment Company Act of 1940, 1n arder to aveid controversy, shareholders should - ... .
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submit their proposals by means, including electronic means, that permit them to prove
the date of delivery.

(2) The deadline is calculated in the following mznner if the proposal is submitted
for a regularly scheduled annual meeting. The proposal must be received at the com-
pany’s principal executive offices not less than 120 caiendar days before the date of the
company’s proxy statement released to sharcholders in connection with the previous
year's annual meeting. However, if the company did not hold an annual meeting the
previous year, or if the date of this yeur's annual meeting has been changed by more
than 30 days from the-date of the previous year’s ineeting, then the deadline is a
reasonable time before the company begins to print and send its proxy matcrials.

(3) If you are submitting your propesal for 2 meeting of shareholders other Lhan a
regularly scheduled annual meeting, the deadline is & reasonable time before the
company begins to print and send its proxy materials.

([) Question 6: What il I fail to follow one of the eligibility or procedural
requirements explained in answers to Questions 1 through 4 of this Rule 14a-57

(1) The company may exclude your proposal, but only after it has notified youof the
problem, and you have fajled adequately to correct it. Within 14 calendar days of
receiving your proposal, the company must notify you in writing of any procedural or
eligibility deficiencies, as well as of the time frame for your response. Your resporse
must be postmarked, or ransinitted elecironically, no later than 14 days from the date
you received the company’s notification. A company need not provide you such notice
of a deficiency if the deficiency cannot be remedied, such as if you fail to submit a
proposal by the company’s properly delermined deadline. If the company intends to
exclude the proposal, it will later have to make a submission under Rule 14a-8 and
provide you witl a copy under Question 10 below, Rule 142-8(}).

(2) I you fail in your promise 10 hold the required nurmber of securities through the date
of the meeting of shareholders, then the company will be permitted to exclude all of your
proposals from its proxy materials for any meeting held in the following two calendar yeus.

(g) Question 7: Who has the burden of persunding the Commission or its staff
that my proposal can be exciuded?

Except as otherwise noted, the burden is on the company to demonstrate that it is
entitled to exclude a proposal.

(1) Question 8: Must I appear personally at the shareholders’ meeting to
present the proposal?

(1) Either you, or your representative who is qualified under state law Lo present the
proposal on your behalf, must attend the meeting to present the proposal. Whether you
attend the meeting yourself or send a qualified represéutative to the meeling in your
place, you should make sure that you, or your representative, follow the proper state
law procedures for attending the meeting and/or presenting your proposal '

(2) If the company holds its shareholder meeting in whole or in part via electronic
inedia, and the company permils you or yolr representative to present your proposal via
such media, then you may appear through electronic media rather than traveling to the
meeting to appear in person.

(3 If you or your qualified representative fail to appear and present the proposal,
without good cause, the company will be permitted 1o exclude all of your proposals
from its proxy matenals for any meetings held.in the fallowing two calendar years.
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(i} Question 9: I{ T have complied with the procedural requirements, on what
other bases may a company rely to exclude my proposal?

(1) Improper Under State Law: If the proposal is not a proper subject for action by
stiareholders under the laws of the jurisdiction of the campany’s organization;

Note te paragraph-(i)(1); Dependiug on the subject matter, some proposals are
uot considered proper under state law il they would be binding on the cownpany if
approved by shareholders. In our experience, most proposals that are cast as
recommendations or requests that the board of directors take specified action are
proper under state law. Accordingly, we will assume that a proposal drafted as a
recommendation or suggestion is proper unless the company demonstrates other-
wise. -

(2) Vielation of Law: If the proposal would, if implemented, cause ihe company to
violate any state, federal, or foreign law to which it is subject;

Note 1o parag}aph (i)(2): We will not apply this basis for exclusion to pecrmit
exclusion of a proposal on grounds that it would violate foreign law if compliance
with the foreign law would resnlt in a violation of any state or federal law.

(3) Vielation of Proxy Rules: 1[ the proposal or supporting stateruent is contrary to
any of the Commission’s proxy rules, including Rule 14a-9, which prohibits materally
false or misleading statemen(s in proxy soliciting materials;

{4) Personal Grievance; Special Innterest: 1 the proposal relates to the redress of a
personal claim or grievance against the company or any other person, or if it is designed
to result in a benefit to you, or to further a personal interest, which is not shared by the
other shareholders at large;

(5) Relevance: If the proposal relates to operations which account for less than 5
percent of the company’s total assels ai the eud of its most recent fiscal year, and for
less than 5 percent of its net earnings and gross sales for its most recent fiscal year, and
is not otherwise significantly related to the company’s business;

(6) Absence of Power/Authority: 1f the company would lack the power or authority
to implement the proposal;

(7) Management Functions: If the proposal deals with a matter relating to the
company’s ordinary business operations;

(8) Relates to Election: If the proposal relates to 2 noniination or an election [or
membership on the company’s board of directors or analogous governing body or a
procedure for such nomination or election; oo

(9) Conflicts with Company’s Proposal: If the proposal directly conflicts with one
of the company’s own proposals to be submitted 10 shareholders at the same meeting;

Note o paragrap'h (i)X9); A company's submission to the Commission under
this Rule 14a-8 should specify the points of conflict with the company's proposal.

(10) Substantially Implemented: If the company has already substantially imi-
plemented the proposal; -

(11) Duplication: If the proposal substantially duplicates another proposal previ-
ously submitted to the company by another proponent that will be included in the
company's proxy materials for the same meeting;

{(12) Resubmissions: 1f the proposal deals with substantially the same subject
matter as another proposal or proposals that has or have been previously included in
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the company's proxy materials witiin the preceding 5 calendar years, a company
may exclude it from its proxy materials for any meeting held within 3 calendar
years of the last time it was included if the proposal received:

(1) Less than 3% of the vote if propesed once within the preceding 5 calendar years;

{1i} Less than 6% of the vote on its [ast submission to shareholders if proposed twice
previously within the preceding 5 calendar years; or

(iii} Less than 10% of the vote on its last subrnission Lo shareholders if proposed
three times or more previously within the preceding 5 calendar years; and

(13) Specific Amount gf Dividends: If the propogal relales to specific amounts of
cash or srock dividends.

(j) Question 10: What procedures must the company follow if it intends to
exclude my proposal?

(1) If the company intends to exclude a proposal from its proxy materals, it must
file iis reasons with the Commission no later than 80 calendar days before it files its
definitive proxy statement and form of proxy with the Commission. The company rust
simultaneously provide you with a copy of its submission. The Commission staff may
permit the company to make its submussian later than 80 days before the company files
its definitive proxy statement and form of proxy, if the company demonstrates good
cause for missing the deadline.

(2) The company must file six paper copies of the following:
(1} The proposal;

(iiy An explanalion of why the company believes that it may exclude the proposal,
which should, if possible, refer to the most recent applicabie authority, such as prior
Division letlers issued under the rule; and

(i) A supporting opinion of counsel when such reasons are based on matters of
state or foreign law.

(k) Question 11: May I submit my own statement to the Commission re-
spoading to the company’s arguments?

Yes, you may submit a response, but ji is not required. You should try to submit any
response o us, with a copy to the company, as soon as possible after the company
makes its submission. This way, the Commission staff will have time to consider fully
your submission before it issues its response. You should submit six paper copies of
your response.

(1) Questlon 12: If the company includes my sharehelder proposal in its proxy
materials, what informatien about me must it include along with the proposal
itself? '

{1} The company's proxy statement must include your name and address, as well zs
the number of the company’s voting securities that you hold. However, instead of
providing that information, the company may instead include a statement that it will
provide the information to shareholders promptly upon receiving an oral or written
request,

(2) The compauy is not responsible for the contents of your propasal or supparting
staiement. : ‘
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(m) Question 13: What can I do if the coupany includes in ils proxy statement
reasens why it believes shareholders should not vete in faver of my proposal, and I
disagree with some of its statements?

(1) The company may elect to include in ifs proxy stateimnent reasons why it believes
shareholders should vote against your proposal. The company is allowed to make
argumlents reflecting its own point of view, just a5 you may express your own point of

view in your proposal’s supporting statement.

{(Z) Howcver, if you believe that the company's opposition to your proposal contains
taterially false or misicading stalements (hat may violate our anti-fraud rule, Rule
14a-9, you should promptly send to the Commission staff and the company a letter
explaining the reasons for your view, along with a copy of the company’s statements
opposing your proposal. To the extear possible, your letter should include specific
factual information demonstrating the inaccuracy of the company’s claims. Time
permiitling, you may wish to iry to work vut your differences with the company by
yourself before contactg the Commission staff.

(3) We require the company to send you a copy of ifs slatements opposing your
proposal before it sends its proxy materials, so that you may bring 1o our attention any .
materially false or misleading statements, under the following timeframes:

(i) If our no-activn response requires that you make revisions to yonr proposal or
supporting staternenl as a condilion te requiring the company to include it in its proxy
materials, then the company must provide you with a copy of its apposition statemenls
no later than 5 calendar days after the company receives a copy of your revised
proposal; or

(il) In all other cases, the company must provide you with a copy of its opposition
statements no later than 30 calendar days before it files definitive copies of its proxy
statement and form of proxy under Rule 14a-6.

Ruie 14a-9. False or Misleading Statements.

(a) No solicitation subject to this regulation shall be made by means of any proxy
statement, form of proxy, notice of meetiug or other commumication, written or oral,
containing any statement which, at the tine and in the light of the circumstances under
which itis made, is false or misieading with respect to any naterial fact, or which omits
to state any material fact necessary in order to make the statements therein not false or
misleading or necessacy to correct any statement in any earlier communication with
respect to the selicitation of a proxy for the same meeting ot subject matter which has
become false or misleading.

(b) The fact that a proxy statement, form of proxy or other soliciting roaterial has
been filed with or examined by the Commission shall not be deemed a finding by the
Comumission that such material is accurate or complete or not false or misleading, or
that the Commission has passed upou the merits of or approved any statement con-
tained therein or any matter to be acted npon by security holders. No representation
contrary to the foregoing shall be made.

Nore. The following are some examples of what, depending upon particular
facts and circumstances, may be misleading within the meaning of this rule:

(a) Predictions as to specific future market values.
(b) Material which direcily or indirectly impugns character, integrity or per-

sopal reputation, or directly or indirectly makes charges concerming improper,
illegat ur imunoral conduct or associations, without faclual foundation.
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TREATMENT OF ANIMALS

501 FRONT ST.
Office of the Secretary NOZFOLK, VA 23510

757-622-PETA
HOY - 2 201 757-622-0457 (FAX)
inffo@peta.org

Celia A. Colbert T-_E({)QSBAI?\JOG‘JEEEQ, Acvf 9501305
Senior Vice President, Secretary and Assistant General Counsel 323-644-PETA
Merck & Co., Inc. 323-644-2753 (FAX)

1 Merck Dr. PETA.ORG
Whitehouse Statign, NJ 08889

October 28, 2010

Dear Secretary:

Attached to this letter 15 a shareholder proposal submitted for inclusion in the
proxy statement for the 2011 annual meeting. Also enclosed is a letter from
People for the Ethical Treatment of Animals’ (PETA) brokerage firm, Morgan
Stanley Smith Barney, confiming ownership of 10} shares of Merck & Co., Inc.
common stock, most of which was acquired at least one year ago. PETA has held
at least $2,000 worth of comman stock continuously for more than one year and
intends to hold at least this amount through and including the date of the 2011
shareholders meeting.

Please contact the undersigned if you need any further information. If Merck & 3
Co., Inc. will attempt to exclude any portion of this proposal under Rule 14a-8, :
please advise me within 14 days of your receipt of this proposal. 1 can be reached

c¢/o Stephanie Corrigan at 323-644-7382 ext. 24 or via e-inail al

StephanieC{@peta.org.

Very truly yours,

'Jﬁﬁ@‘f—« A e

Susan L. Hall
Counse!

Enclosures: 2011 Shareholder Reselution
Morgan Stanley Smith Bamey letter
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9812 Falls Road
Suiva 173

Potomac, MD 20854

MorganStanley
SmithBarney

October 28, 2010

Celiza A. Colbert

Senior Vice President, Secretary and Assistant General Counsel
Merck & Co., Inc.

1 Merck Dr. .

Whitehouse Station, NI 08889

Re: Shareholder Proposal for Inclusion in the 2011 Proxy Material

Dear Secretary:

This letter serves as formal confirmation to verify that People for the Ethical Treatment
of Animals is the beneficial owner of 101 shares of Merck & Co., Inc. common stock and
that PETA has continuously held at least $2,000.00 in market value, or 1% of Merck &
Co., Inc. for at least cne vear prior to and including the date of this letter.

Should you have any questions or require additional informatior, please contact me at
(301} 765-6484.

Sincerely,

Mindy J. Mash
Sr. Reg Associate
Morgan Staniey Smith Barney

Morgan Stankey Smith Baznev LLC. Member SIPU.



TRANSPARENCY IN ANIMAL RESEARCH

RESOLVED, to promote transparency and minimize the use of animals, the Board is
requested to issue an annual report to shareholders disclosing the following:

1. The number and species of all animals used in-house and at contract research
laboratories for explicitly required tests; the number and species used in basic research and
development; and the Company’s plans to phase out animal testing wherever possible;

2. Procedures to ensure compliance with basic animal welfare considerations in-house
and at contract research laboratories, including enrichment measures to improve living
conditions for the animals used.

Supporting Statement

Product development and testing involve ethical 1ssues relating to animal suffering. [n 2008
and 2009, our Company experimented on 19,579 animals in-house. This numbers does not
include mice and rats or animals used for Merck experiments in contract research laboratories.
Among others, 2,674 primates, 4,444 dogs, 5,011 rabbits, and 3,550 guinea pigs were used.
11,830 of these animals were vsed in painful experiments and more than 1,330 of them were
given no pain relief whatsoever.’

Animals used in laboratory experiments experience pain, fear and stress. They spend their
lives in unnatural settings — caged and deprived of companionship — and subjected to painful
experiments. This is reality for animals in laboratories. What should not be the norm is the
outright torture of defenseless animals.

A recent undercover investigation of a Merck contract research organization, Professional
Laboratory and Research Services, Inc., shows that Merck has hired a laboratory where
animals suffered above and beyond the commissioned tests even though our Company’s
policy specifically states that “Merck places high value on its animal welfare stewardship
responsibility.”® Documentation and video footage® from this investigation showed:

+ Sick and injured animals regularly denied veterinary care;

* Aninadequately anesthetized dog struggling while an untrained worker extracts his
tooth with pliers;

» Cats slammed into cages;
* Cats and dogs sprayed with pressure hoses;

» Technicians screaming obscenities at animals while dragging, throwing, and kicking
them;

¢ One worker repeatedly tried to rip out a cat’s nails;

l‘h_ttp:/’/’\z\fww.aphis.usda.govfanimal welfare/efo1a/7025 .shtml

: hitp.//www.merck.com/corporate-responsibility/research-medicines-vaccines/new-
technologies/animal-research/appreach.htm!

3 hitp://origin.www.peta,org/tv/videos/animal-experimentation/59%609536001.aspx




» Filth and deafening noise.

Qur company has the ability and the obligation to ensure that no animal suffers from lack of
veterinary care, poor housing, or outright mistreatment. Further, our Company has an ethical
and fiscal obligation to ensure that a minimum number of animals are used and that the best
science possible is employed in the development of products. Given the fact that 92% of
drugs deemed safe and effective when tested in animals fail when tested in humans and that,
of the remaining 8%, half are later relabeled or withdrawn due to unanticipated, severe
adverse effects, there is a clear scientific imperative for improving how our Company’s
products are tested.”

We urge shareholders te vote in favor of this socially and ethically important public policy
proposal.

* FDA Commissioner: http:/Awww fda gov/NewsEvents/Speechesiem53539.htm
Recent advances in genomics, systems biology, and computational biology can do much to
reduce and eventually replace the use of animals in expenments.




‘Jin",n‘\’l

bee: Ceha Colbert
Bruce Lllis
Jon Filderman
Katie Fedosz
Eric Stern



EXHIBIT 4



NOU-18-2018  15:26 OFFICE OF THE SECRETARY 983 735 1246 P.81/04

- - . — A ———— .

Caslla A. Colbert ;
Ly [% 2010 P‘ l ,A
November 17, 2010
= K. JedosZ ! PEOPLE FOR THE ETHICAL
TREATMENT OF ANIMALS
, e - e 501 FRONT ST,
Czlia A. Colbert NORFOLK. VA 23510
Scnior Vice President, Secretary and Assistant General Counsel 757-622-PETA
Merck & Co,, Inc, 757-622-0857 (FAX)
1 Merck Dr. Info@peta.org
Whilehouse Station, NJ 08889 2898 ROWENA AVE., #103
LOS ANGELES, CA 90039
- . 323-644-PETA
Dear Secretary: 323-644-2753 (FAX)

PETA.ORG

Please be advised that a shareholder proposal submitted by People for the Ethical
Treatment of Animals (PETA) on October 28, 2010 is hereby withdrawn nunc pre
rune as of thal date. Accordingly, the letter which we received from Merck dated
November 9" is no longer applicable to the withdrawn resolution.

Attached 1o this letter is a sharcholder proposal submitted for inclusion in the
proxy statement for the 2011 annual meeting. Also enclosed is a [etter from
PETA's brokerage firm, Morgun Stanley Smith Barney, confirming ownership of
101 shures of Merck & Co., Inc. common stock. PETA has held at lcast $2,000
worth of common stock continuously for more than one year and intends to hold
at least this amount through and including the date of the 2011 shareholders
meeting,

Please contact the undersigned if you need any further information. 1i Merck &
Co., Inc. will artempt to exclude any portion of this proposal under Rulc 14a-8,
please advise me within 14 days of your receipt of this proposal. 1 can be reached
at Susan L. Hall, ¢/o Stephanje Corrigan, 2898 Rowena Ave. Suite 103, .os
Angeles, CA 90039, by telephone at (323) 644-7382 exl. 24, or by e-mail at

StephanieC@peta.org,
Very truly yours,

ohvm F R

Susan L. Hall
Counsel

Enclosures; 2011 Shareholder Resolution
Morgan Stanley Smith Bamey lotter




NOU-18-2018  15:26 OFFICE OF THE SECRETARY 98B 735 1246 P.E3-B2

TRANSPARENCY IN ANIMAL RESEARCH

RESOLVED, to promote transparency and minimize the use of anirnals, the Board is
requested 10 issuc an annual report to shareholders disclesing the numbers and species of alt
animals used in-house and at contract research laboratories for both explicitly required lests
and in basic rescarch and development.

Supporting Statement

Product development and testing involve ethical issues relating to animal suffering. In 2008
and 2009, our Company experimented on 19,579 animals in-house. This number docs not
include mice and rats or any animals used for Merck experiments in contract research
laboratorics. Among others, 2,674 primates, 4,444 dogs, 5.011 rabbits, and 3,550 guinea pigs
were used. 11,830 of thesy animals were used in painful expcrtments in Merck laboratories
and more than 1,330 of them were given no pain relief whatsoever.!

Animals used int lburatory experiments experience pain, fear and stress. They spend their
lives in unnatural settinps - caged and deprived ol companionship - and subjected to painful
experiments. This is reality for animals in laborsiories. What should not be the norm is Lhe
outright torture of defenseless animals.

A recent undercover investigarion of a Merck contract research organization, Professional
Laboratory and Research Services, Inc., shows that Merck has hired a laboratory whers
animals suffered above and beyond the commissioned tests even though our Company's
policy specifically states that “Merck places high valus on its animal welfare stewardship
rosponsibility *? Documentation and video footage” from this investigation showed:

e Sick and injured animals regularly denied veterinary care;

s An inadequately anesthetized dog struggling while an untrained worker extracts his
tooth with pliers;

« Cats slammed into cages;

+ Cats and dogs sprayed with pressure hoses;
Technicians seccaming obscenitics at animals while dragging, throwing, and kicking
them;
One worker repeatedly tried to rip out a cat's nails,
Filth and dealening noise.

Our company has the ability and the obligation 10 ¢nsure that no animal suffers from lack of
velerinary care, poor housing, or outright mistreatment. Further, our Company has an ethical
and fiscal obligation to ensure that 2 minimum number of animals are used and that the best
science possihle is employed in the development of products. Given the fact that 92% of

" hros/fwww aphls usda.gov/animal_welfars/efoia/7023 shiml

? http://www.merck com/corporale-responsibility/research-medicings-vaceines/pew-
technolgges/amma] research/approach htm]

htp://origin.www.peta.org/tv/videos/animal-experimentution/599609536001.aspx
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drugs deemed safe and effective when tested in animals fai) when tested in humans and that,
of the remaining §%, half are later relabeled or withdrawn due to unanticipated, severe
adverse effects, there is a clear scientific imperative for improving how our Company’s
products arc tested.”

We urge shareholders to vote in favor of this socially and ethically impottant public policy
praposal, :

1 FDA Commissioner: hitp://www fda gov/NewsEverits/Speeches/ucm053539 htm

Recent advances In genomics, systems biology, and computational biology can do much to
reduce and eventually replace the use of animals in experiments.

TOTAL P.24
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PR gy it

9812 Falls Road
Suire 133
Pormmac, MD 20854
MorganStaniey
SmithBarney

November 17, 2010

Celia A. Colbeqt

Senior Yice Presideat, Secretary and Assistant General Counsel
Mcrck & Co., Inc.

1 Mexck Dr.

Whitshounse Station, NI (B389

Re: Shareholder Propasal for Inclusion in the 2011 Proxy Matesial
Dear Secretary:

This letter serves as formal confirmation to verify that People for the Ethical Treatment
of Animals is the beneficial owner of 101 shares of Merck & Co,, Inc. commaon stock and
that PETA has coatinnousty beld at lesst $2,000.00 In market value, or 1% of Merck &
Co., Inc. for at least one year prior to and including the date of this Jetter.

Should you have any questions or require additional information, please contact me at
(301) 765-6484.

Sincersly,

W‘\
Sr. Reg. Associate

Moxgan Stanley Smith Bamey

Movgan Swakey $anith Darsey LLG Member SITC.
TOTAL F.001
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Set reverse side for

Interagency Report Contral No
addivcnalnformation 180-DOA-AN

This repert is required Dy law (7 USC 21 43) Failure la report according 1o ihe reguiations can
result in an order lo cease artd desist and 1o be subject lo penallies as provided far in Section 215¢

L REGISTRATION NO . FORM APPROVED

UNITED STATES OEPARTMENT OF AGRICULTURE
OMB NO a57B-0018

ANIMAL AND PLANT HEALTH INSPECTION SERYICE

2. HEADQUARTERS RESEARCH FACILITY (Neme and Address, as registered with USDA
include Zip Code)

ANNUAL REPORT OF RESEARCH FACILITY
(TYPE OR PRINT)

3 REFORTING FACILITY (List all iocalions where animals were housed or used in aciual ressareh, testing. leaching, of experimeniation, or held [or \hese purposes Allach addiionad

sheets If necessary. )

FACILITYLOCATIONS (5ites)

lFlEF‘ORT DF ANIMALS USED BY QR UNDER CONTROL OF RESEARGCH FACILITY (Alta¢h additiona) sheels il nscessary or use APHIS FORM 70214)

A B Numberof C. Numher of D. Number of animals upon €, Number of apimals uper which teaching e
animals being animalg upon which axperimanls, sxperimants, ressarch, surgary. of lesls ware
Anlmals Covered bred, which leaching, ipaching, rasearch, conducled invelving accompanying paln or dislrass
By The Anima conmiioned, or research surgery, o losls were Yo the animals and for which the usa of appropriaie TOTAL NG
weltare Reguintions haid for use n expprimants, ar conducled invelving anesthehc, analgesic, or ranquilizing drugs would OF aNIMALS
1eaching, teshing letta ware accornpanying pain or have adversely allecisd the procedures. resulte, or
exparimants, conducled distress 1o the animals infarprelation of lhe leaching, research,
research, or mvolving no and ior which appropriale paperniments, surgary. or lesls Wn axplanalion of {Cols € +
surgery butl nat pein, diskress o anesthetic, ansigesic. or the pracedures producing pem or distress in those D+ E)
yer \sed for such uEB of pain- tranquilizing drugs were ernmals end the reasons such drugs were no! used
purpasey rellgving drugs used must be attachad fo this report)
4. Dogs
5. Cats

8. Guinea Pigs

7. Hamsters

8. Rabbits

9. Non-human Primates

10. Sheep

11., Figs

12. Other Farm Animals

13 Other Animals

I ASEUAANCE STATEMENTS

1) Professionally acceptable siendards governing lhe carm, realment, and use of animale Incijuding appropriata use bf anasthellc. analgesic, and (rangulllzing drugs, prior 1p, during
and feilowing aclual rasaarch, leaching, lesling, surgary. or expefimenletion were fallowad by this reseerch facilly

2} Each principal invesligalor has considered aliernalives 1o painful procatures

3} This faciity |s adhering {0 lhe standards and regulatlans undar ihe Acl, and il has reguired that axceptions o |ha slandards and ragulations be spacified and axplalned by the
principal investigalor and approved by the Inslilulional &nimal Cera and Ute Commillen (JACUC) 4 summary of all such sxceptiens Is attached 1@ thia snpual repert. In
ackdition ta idemifying lhe |ACUC-approved exceptions, this sumrmary includes 2 brief expianation of lhe saceptions, as well as the species and miumber of amimals affected

4} The attending veternariarfor this research facilily has approoriaie authonty to ensure the provision of adequate weterinary care and 1o overses the adequacy of ather aspecls of
animal care and use

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL

(Chief Executive Officer or Legally Responsible Institutional Official)
1 cartify that the above is trus, correct, and conrplets (7 LUS.C Section 243}

SIGNATURE OF CEQ OR INSTITUTIONAL OF FICIAL NAME & TITLE OF GEQ OR INSTITUTIONAL OFFICIAL (Type or Prnt) DATE SIGNED

e —
APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT BB) wnich Is obsolete
(AUG 91}




Public reporting burden for this collection of infermation 1s estimated to average 2 hours pet response, including the lime for reviewing inslructions, searrhing existing data
sources, fjathering and maintaining the data needed. and completing and reviewing the callection of information. Send comments regarding this burden estimate or any other
aspect of lhis collection of infermation. incluging suagestions fer reducing this Burden, to Department of Agriculiure, Clearance Officer, OIRM, Room 404-W, Washinglon DC

20250, and 10 the Office of Information and Regulatory Affairs, Office of Management and Budget, Washington. DC 20503

INSTRUCTIONS FOR COMPLETION OF APHIS FORM 7023

(Refer ta 9 CFR FPart 2, Subpart C. Sections 2.33 and 2 36)

Enter registration number as assigned to the Research Fecility by United States Department of Agriculture (USDA]}

ITEM 1 -
ITEM 2 - Enter the compiete name and address of the Headquarters Research Facility as registered with USDA
ITEM 3 - List location of each Fadility or Site where animals were housed or used in actual research, testing, teaching, ar

expenmentalion, or held for these purposes. (Attachied additional sheets it necessary )

ITEMA -13 - DO NOT enter numbers in Column A, DO NOT add numbers entered in Column B into the tetal in Column F. Column
F is to show total of humbers entered in Columns & + D + E. Entries In Column E must be explained on attached
sheet(s)

ITEM 12 - List by common name all octher farm animal species

Other: List by ccmman name. all other warm-blooded animal species covered by the Regulalions (This wilt include

ITEM 13-
all wild or exolic species ) Attach additienal sheets I necessary or use APHIS Form 7023A.

Must be signed by the Chicf Executive Officer {CEQ) of the Ragistered Research Fadllity ar ather Institutlona!
Official {10) having authority lo legally commit on behalf of the Registered Research Facility Sign, Print or type

Name and Title, and Date.

CERTIFICATION:

RETURN COMPLETED FORM WITH AN ORIGINAL SIGNATURE OF CEQ OR IO TO APPROPRIATE SECTOR CFFICE.

APHIS FORM 7023 (Reverse)
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Standard mutua! confidentiality clause:

MERCK and SUPPLIER shall keep all INFORMATION of the other party in confidence and will
not, without the disclosing party's prior written consent, disclose any INFORMATION of the
disclosing party to any person or entity, except those officers, employees, agents, or AFFILIATES
of the receiving party who directly require the INFORMATICN. Each officer, employee, agent, or
AFFILIATE to whom INFORMATION is to be disclosed shall be advised by the receiving party of
the terms of this AGREEMENT and shall be bound by the confidentiality and non-use obligations
herein, mutatis_mutandis, Both paries shall take all reascnable precautions to prevent
INFORMATION of the other party from being disclosed to any unauthorized person or entity. For
the purpcses of this AGREEMENT, the term "AFFILIATE" shall mean: (1) any corporation or
business entity fifty percent (50%) or more of the voting stock or voting equity interests of which
are owned directly or indirectly by such party; or {2) any corporation or business entity which
directly or indirectly owns fifty percent (50%) or more of the voting stock or voting equity interests
of such party; or (3) any corporation or business entity directly or indirectly controiling or under
control of a corporation or business entity described in (1) or (2).

Standard definition of Information as used above:

MERCK and SUPFLIER agree thal any and all information, know-how and data proprietary to the
disclosing party, whether oral, written, or graphical, that is disclosed or provided by MERCK or its
AFFILIATES to SUPPLIER or by SUPPLIER to MERCK or its AFFILIATES (including any
analysis, products, or conclusions drawn or derived therefrom), whether labeled as
confidentiallproprietary, or that may be derived from or related to any visits by personnel of one
party to the location of the other or that may be otherwise known to one party through its visits or
contacts with the other (hereinafter individually and collectively referred to as "INFORMATION")
shall be disclosed and used by the parties subject to the terms and conditions set forth in this
AGREEMENT.



EXHIBIT 8



This report is required by law (7 USEC 2143), Failure to report according ta the regiatons can KOV 28 ZUBB See aitached form far Interagenicy Repert Contral No:

resuM i an prdar lo cease and desis! and to be subject lo panalties Bs provided for In Section 21! addfional Information.

E UNITER STATES DEPARTMENT OF AGRICULTURE 1. CERTIFICATE KUMBER: 22_R.0030 FORM APPROVED
| ANIMAL AND PLANT HEALTHINSPECTION SERVICE OWIB NO. D573-0036
| CUSTOMER NUMBER: 178 42
ri
| Merck & Company Inc

ANNUAL REPORT OF RESEARCH FACILITY 126 E Lincoin Avenue

{ TYPE OR PRINT ) Po Box 2000 Ry80m-101

Rahway, NJ 07065

Telephone:  (B)(E) {bX7)(c)

3. REPORTING FACILITY ( Lislall locations where animale were housed or ueed In actual research, tosting, ar sxpesimantation, or heid for these pupases, Altach additional sheels ¥ necessery } i

FACILITY LOCATIONS { Sites ) - See Atached Lisiing

DEPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY [ Attach additional sheets ¥ necessarv or use APHIS Form TOZ3A) ]
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Animals Coverpd held for usa In research, surgely, af laats were e usa of approprizia snasthellc, analgesic, or manquily Tog;s::l'mgﬁ
8y The Avmal teaching, testing, aepertrents, or seaducted rvaiving irugs windd have agversaly affected the procedures, rgs
Waltare Regulstions experimonts, tests worn accompanying pain or or intarpredation of tha tesching, research, expedments,
researsh, or sonducted distress Lo the animais an aurgery, o Iests, ( An Gxplanalion of b procedures { COLUMNS
surgery but nat yu imvolving no aln, for which appropriate producing pain o dislnexs (0 these animaly and the reasc C+D+E)
used for such distress, or use o anesthetc, analgest, or such chugs were ot used musl ba atlachad o s repor
PUTPO3ES. paln-relleving rRnQUIlIZinD drugs wers
drugs, used.
4. Dogs [ |75 170 1052 2§ L 2050
5. Cals s - 0 0 0 0
Guinea P
5 et 75 il ¥y ¢¢7 {662
7. Hamst
e 177 | ¥ S2¢ (90 | 728
8 Ranbity 1 iI72 [2§7 {992 { ¢ L wiy
8, Non-human Primates 57 2‘75_ {0ogq L [ {2 ?_3_
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11, Pigs 0 (7 o o {2
12. D!?wréadm&ern}naﬂs ! 0 o o . o )
13, Other Aslmals L
Citron Kats g 20¢ 0 0 1wy
Feprefs ¥ % 20 4 W
Grdfy g | 2 I ug 0 (62
| ASSURANCE STATEMENTS I

1) Professionally acceptable standards goveaming the cam, ireatment, and usa gf avirals, incding appropriate use of anestetic, analgesic, and tranquillzing deugs. prior Lo, during. and faliowing ectual rese
teaching, testing, urgery, or exparimentatien wars followed by this reseanch tasitty. N

2) Each prindpal Invastigator has comsidered altermadves \o painful procedwes, .

3) Trds facifity I3 aghering to Ihe standards and raquiations under the Act, and it has negedrad hat exceptions iz te stardards and regulations be specified ang explained by the prindpal tovestigator and ap
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Tha etlending velerinarian for this research faclity has aporomriale avtharity 10 engure the provision of edequate veterinary care and g overses the sdequecy of othor aspects of animal cere and use.

CERTIFICATION BY HEADQUARTERS RESEARCH FAGILITY OFFICIAL
{ Chef Executive Officer or Legafty Responsible Instititional Oficial )
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Registration number 22-R-0030, December 1, 2008
A Summary of exceptions to the regulations and standards:

One exception to the canine exercise program is to be reported. Eight dogs used
in radioisotope labeled drug metabolism studies have been housed in special
canine metabolism kennels in order to ensure safe and accurate coliection of
excreta for metaholite analysis. The housing provides 100% of the required floor
space, but less than the required space for exercise. The period of time in this
housing varies with the test compound, study and excretion rates. The studies
lasted between 4-18 days, with an average of a little over 7 days. Positive
human interaction has been greatly increased during this period. The protocol
for these studies, which includes this exception, was approved by the IACUC.

B) General Column ‘E” Justification Statement

One hundred and ninety hamsters developed acute terminal complications or
were humanelv euthanized on IACUC approved study to detemine the  ®)4)
®i4)  of novel (0):4) against a specific {0)(4)

The use of pain relief and supportive care alter the results of study so they can
not be used. The animals are closely monitored and those animals with
significant health issues were humanely euthanized.

Twenty-seven guinea pigs experienced lethargy, ruffled fur and decreased
appetite for 24-72 hours after IP injection of 3 compound for an JACUC approved
procedure (General Safety Test, as described in 21 CFR 610.11). This is a
general safety test required for release of a biologic product and administration of
analgesic agents would compromise evaluation of the test results. The guinea
pigs were monitored closely to see if the clinical signs would resolve. The
expected clinical signs resolved within the 24-72 hour time period.

Four hundred and eight guinea pigs are infected with a virus and develop clinical
signs of infections. The studies are for the development of vaccines against this
infectious agent. The signs can range from minor to severe. The animals are all
closely monitored and those that develop severe complications are humanely
euthanized. Analgesics are not used because they have a profound affect on the
outcomes of the studies.

Fourteen guinea pigs were part of several studies examining (b))
to (b34) Blood was collected under general anesthesia using the )¢
(b)(4} The serum was examinad to determine (b}4) and in

some cases, functional in-vifro assays. The technique is only performed by
trained veterinary technicians. Subsequent to this procedure and after the
effects of procedure-related anesthesia had worn off, sudden death appeared to
have occurred in the absence of signs. Only a very small percentage of these
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procedures were associated with this complication and the death is usuaily due
to internal hemorrhage often inducing cardiac tamponade. Due to the lack of
signs and sudden death, analgesics could not be administered.

Two rabbits developed acute terminal complications while on IACUC approved
developmental toxicity study. The unexpectedly acute nature of the event made
medical intervention not possible. The design of this study is based on
requirements of worldwide regulatory agencies [ICH S5(R2) also published in
Federal Register, Vol. 58, No. 183, Sept 22, 1994, pg 48746-48752]. All animals
are observed frequently and animals that are monbund or that display physical
signs indicating pain or significant medical issues are humanely euthanized.

Sixteen rahhits developed acute temminal compfications while on IACUC
approved {oif4) is needed to
induce an (bia) may lead to a
significant medical condition. Animals that appear to be developing such medical
conditions are humanely euthanized, however in some cases the onlv sians mav
be very acute. The adverse events were related to (B)i4)

conditions and analgesics treatment was not medically appropriate.

Fourteen dogs and 4 Rhesus non-human primates on an {ACUC approved study
developed significant medical complications. The studies examine if there are
toxicities associated with test compounds as well as their toxicokinetic profiles.
The studies were conducted in accordance to FDA regulations as published in
the Federal Register Vol. 59 No183, September 1994 pages 48746 to 48752 and
ICH guidance documenits S4A and S3A. The animals were ciosely monitored
during the study by veterinary and research staff. Medical intervention would
have confounded the study data so instead the eleven dogs were humanely
euthanized based on predetermined end-points of weight loss. Three dogs and
four Rhesus developed acute terminal complications. Extensive post mortem
analysis was preformed to determine the effects of novel compounds.

Fourteen doos on an JACUC approved (b))

(b)4) minor gastro-intestinal tract disturbances
(diarrhea and occasional vomiting). The dogs were examined by the veterinary
staff and analgesics were not administered due to transitory nature of condition,
which scon resolved. The unexpected side effects appear to be related to a
class of study compounds and lowering the test doses addressed the condition
for future studies.

Two cynomolgus non-human primates developed acute terminal complication
while on an JACUC approved {L)4)

(h¥(4) The acuteness of the event did not aliow ume tor
medical intervention, 1he studies were conducted to support preparation of
Investigational New Drug applications as required by the United States Fond
and Drug Administration Regulations (21 CFR 312.33).
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Registratior number 22-R-0030, December 1, 2009

A Summary of exceptions to the regulations and standards:

Two exceptions to the canine exercise program are reported in this summary as
follows: One dog was invoived in a study
and was housed in special canine kennels in order to ensure safe and
accurate collection of excreta The housing provided 100%
of the required floor space, but less than the required space for exercise. The
study lasted approximately 15 days. The second exercise program exemption was
for housing of the canine in a unit that provided 100% of the required floor space,
but less than the required space for exercise. The second exercise program
exemption was for housing of the canine in a unit that provided 100% of the
required floor space, but less than the required space for exercise. The model
required reduced activity during the

The animal had unencumbered
movement in the housing unil during the event ihat involved one dog for 7 days.
Positive human interaction was greatly increased during this period. The protocols
for this study, which includes these exceptions, were approved by the |IACUC and
were followed by the study personnel.

Two exceptions reported in this summary are related studies that required extended
time pericds in the same housing unit beyond the standard two weeks for complete
sanitization. Please note that normal daily cleaning and sanitization did occur. QOne
study, involving 23 dogs, required

that required that they stay in their kennel for up to 3-4 weeks. The kennel size was
greater or equal to 200% of their required space. The other study involved 36
rhesus non-human primates on a sieep study and their cages were instrumented
with monitoring devices as well as interactive touch screens for cognitive
testing for the rhesus. The studies took a minimum of 2-3 weeks and additional
days were needed to affix and then remove the JEIE devices and screens from
the cages before the cages could be changed.

B} General Column 'E” Justification Statement

Two hundred and sixty-nine hamsters developed acute terminal complications or
were humanely euthanized in an 1ACUC-approved study to determine the protective
effect of The
use of pain relief and supportive care would alter the results of study, therefore they



were not used. The animals are closely monitored and those animals with
significant health issues were humanely euthanized.

Twenty-nine hamsters on an !IACUC-approved study of a —

developed significant and unexpected clinical signs following administration of an
experimental compound. The clinical event was acute. The hamsfers were either
humanely euthanized or expired on study. The suddenness and sevetity of illness
did not allow time for consideration of medical intervention.

Two hundred and seventy-two guinea pigs were_

The studies are for the [IEERGGGGGGG I

BT He signs can range from
) The animals are all closely monitored and those that

develop severe compications are humanely euthanized. Analgesics are not used
because they have a profound affect on the outcomes of the studies.

Six guinea pigs that were part of several studies examining
expired. Blood was coliected

The serum was examined to and in
some cases, functional in-vitro assays. The technique is only performed by trained
veterinary technicians. Subseguent to this procedure and after the effects of
procedure-related anesthesia bad worn off, sudden death appeared to have
occurred in the absence of signs. Only a very small percentage of these procedures
were associated with this complication and the death was usually due to internal
hemorrhage often inducing cardiac tamponade. Due to the [ack of signs and sudden
death, no medical intervention could not be administered.

Nine rabbits developed acute terminal renal complications on an IACUC-approved

study that involved the The
were lowered and no further problemns were noted in other rabbits. The acute nature

of iliness prevented any medical intervention.

Ten rabbits developed acute terminal complications while in an [ACUC-approved
study. The unexpectedly acute nature of the event made

medical intervention not possibie. 1R

All animals are observed
frequently and animals that are moribund or that display physical signs indicating
pain or significant medical issues are humanely euthanized.

Seventeen rabbits developed acute terminal complications while in IACUC-approved
A is needed to induce an

M o in 2 few cases the il may lead to a significant
Animals that appear to be developing such medical conditions are
humanely euthanized; however in some cases their no clinical signs before sudden

death. The adverse events were related to_




and analgesics freatment was not medically appropriate. _

long term studies to be better tolerated.

Twenty-seven dogs and one Rhesus nor-human primate in |ACUC-approved
studies developed significant medica! complications. The studies examined if there
are with test compounds as well as their
The studies were conducied in accordance with FDA regulations as published tn the

The animals were closely monitored during the
study hy vetennary and research staff. Medical intervention wouid have confounded
the study data, and the twenty dogs were humanely eulhanized based on
predetermined end-points Seven dogs and 1 rhesus developed
acute terminal complications betore intervention with euthanasia could occur.

One Rhesus non-human primate developed an | NN

Please note that prior to this study, the compound did not appear 10
hissues in various in-vitro assays. Pain medications
were withheld for the compiete analysis mcluding possnb!e reverseb;iaty of the event

without interference
Studies and is approved by the IACUC.

One canine on an [ACUC approved study for exploring new methods of treating
was foyund during a heaith check to have developed malaise and

The [ =5 not -eversible and the
canine was humanely euthanized based on end point criteria established in the
protocol.
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