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The Merck Group

Highlights – 3rd Quarter 2012
➝  �Sales grew by 11.8% to € 2,722 million (Q3 2011: € 2,434 million), reflecting 5.9% organic growth, 

a 5.7% benefit from changes in foreign exchange rates and a 0.2% increase from acquisitions

➝  �Strong organic sales growth driven by exceptional performance from Performance Materials division 
and continued momentum in Merck Serono division

➝  �EBITDA pre one-time items increased by 15.6% to € 754 million (Q3 2011: € 653 million) driven by 
healthy organic sales growth, lower discretionary spending and first savings related to the Group’s “Fit for 
2018” efficiency program

➝  �Reported earnings lowered by one-time items of € 104 million, including € 45 million from the restruc-
turing program

➝  �Strong operational performance and working capital management boosted free cash flow to a record of 
€ 815 million, lowering net financial debt to € 2,127 million by end of quarter

Merck Group | Key figures

€ million  Q3 2012  Q3 2011 Change
Jan.-Sept. 

2012
Jan.-Sept. 

2011 Change

Total revenues 2,841.0 2,531.6 12.2% 8,338.1 7,650.7 9.0%
Sales 2,721.7 2,434.3 11.8% 8,028.7 7,381.4 8.8%
Operating result (EBIT) 318.1 331.8 –4.1% 651.9 836.4 –22.1%
   Margin (% of sales) 11.7% 13.6% 8.1% 11.3%
EBITDA 661.0 646.3 2.3% 1,689.4 2,090.8 –19.2%
   Margin (% of sales)   24.3% 26.5% 21.0% 28.3%
EBITDA pre one-time items 754.2 652.5 15.6% 2,175.1 2,043.2 6.5%
   Margin (% of sales) 27.7% 26.8% 27.1% 27.7%
EPS pre one-time items (€) 1.98 1.62 22.2% 5.56 5.12 8.6%
Free cash flow 814.8 481.5 69.2% 1,860.2 1,380.1 34.8%

The third quarter of 2012 saw a continuation of solid business trends that the Group has seen throughout 
2012. Total revenues grew 12.2% to € 2,841 million (Q3 2011: € 2,532 million). This reflected 6.4% organic 
growth, a 5.7% benefit from changes in foreign exchange rates, and a 0.2% effect from acquisitions. Royalty, 
license and commission income, which is a part of total revenues, increased 22.7% to € 119 million (Q3 2011: 
€ 97 million), benefiting primarily from higher royalty income from Humira® as well as a stronger US dollar 
since the Group’s royalty income is almost entirely recognized in that currency.

Merck Group | Sales by quarter/Jan.-Sept.

€ million

Q1 2,564 
2,478

Q2 2,743 
2,470

Q3 2,722 
2,434

Jan.-Sept. 8,029 
7,381

0

   2011         2012
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  Merck Group

exchange rates and an 0.2% increase from acquisitions. Solid performance in three of the four divisions con-
tributed to sales growth, with the strongest contributions coming from the largest division, Merck Serono, 
which grew 5.3% organically, and Performance Materials which reported 19.7% organic sales growth in the 
quarter.

Merck Group | Sales by region – Q3 2012

35%35%

9%

21%

€ million

  Europe  Europe 955.7
  North America  North America 562.2
  Emerging Markets  Emerging Markets 964.0
  Rest of World  Rest of World 239.8

From a regional perspective, North America generated healthy organic sales growth of 12.8%, expanding its 
contribution to 21% of Group sales (Q3 2011: 18%), as a result of strong sales from Merck Serono, particu-
larly the Multiple Sclerosis drug Rebif®, as well as from high demand from Merck Millipore’s biopharmaceuti-
cal customers. Emerging Markets, which consists of Latin America and Asia excluding Japan, represented 35% 
of Group sales in the third quarter of 2012 (Q3 2011: 33%) and reported 12.0% organic sales growth. The 
Rest of World segment, which is Japan, Africa, and Australia/Oceania, generated 9% of Group sales (Q3 2011: 
9%), growing 0.3% organically. Europe reported a 1.3% decline in organic sales triggered by fl at to declining 
organic sales in all divisions but Merck Millipore, which achieved a 3.0% organic sales growth in the region. 
As a result, Europe’s contribution to Group sales decreased to 35% in the third quarter of 2012 (Q3 2011: 
39%). Further softening economic conditions, pricing pressure in pharmaceuticals and uncertainty over the 
future of the Eurozone all weighed on the top-line.

Merck Group | Growth components by region – Q3 2012

€ million/change in % Sales Organic growth
Exchange rate 

effects
Acquisitions/
divestments

Reported
sales growth

Europe 955.7 –1.3% 0.9% 0.3% –
North America 562.2 12.8% 12.6% 0.1% 25.6%
Emerging Markets 964.0 12.0% 6.9% – 18.9%
Rest of World 239.8 0.3% 8.3% 0.2% 8.8%
Group 2,721.7 5.9% 5.7% 0.2% 11.8%

Gross profi t increased by 10.8% to € 2,053 million (Q3 2011: € 1,852 million), or 75.4% as a percentage of 
sales (Q3 2011: 76.1%). Higher start-up costs for Merck Serono’s biopharmaceutical manufacturing site in 
Vevey, Switzerland, as well as idle costs in production as a result of initiatives to lower inventories in Per-
formance Materials kept the gross margin slightly below last year’s level. In addition, the healthy growth 
in Emerging Markets, which typically have comparably lower prices, contributed to the slight gross margin 
decline.

Group marketing and selling expenses increased moderately by 2.3% to € 598 million (Q3 2011: € 585 
million) but at a signifi cantly lower growth rate than sales, indicating lower and more focused discretionary 
spending. Royalty, license and commission expenses increased 20.7% to € 162 million (Q3 2011: € 134 mil-
lion), refl ecting the strong performance of Rebif®.

Merck gave an update on the fi nancials related to its “Fit for 2018” effi ciency program on August 14, 
2012, announcing that it now expects to incur one-time costs of approximately € 640 million for the Merck 

Sales, which are total revenues excluding royalty, license and commission income, grew by 11.8% to € 2,722 
million (Q3 2011: € 2,434 million) and refl ected 5.9% organic growth, a 5.7% benefi t from changes in foreign 
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Serono and Consumer Health divisions between 2012 and 2014, of which approximately € 430 million will 
be incurred in 2012. During the third quarter of 2012, Merck reported € 104 million in total one-time costs 
(Q3 2011: € 6 million), including restructuring expenses (impairments and restructuring costs) of € 45 mil-
lion for its “Fit for 2018” program. Thus, including a total of € 94 million for provisions for litigations and 
write-downs of receivables as well as hedging losses of € 21 million, other operating expenses nearly tripled 
to € 245 million in the third quarter of 2012 (Q3 2011: € 86 million).
	 Research and development (R&D) spending remained nearly unchanged compared to last year’s third 
quarter, up only 0.2%, to € 371 million (Q3 2011: € 370 million), but decreased significantly to 13.6% as a 
percentage of sales (Q3 2011: 15.2%). Fewer Phase III projects in Merck Serono’s pipeline caused R&D costs in 
this division to decline although these savings were partly offset by more investments in the Merck Millipore 
division.

Amortization of intangible assets in the third quarter of 2012 grew 2.5% to € 218 million (Q3 2011: 
€ 213 million), representing a typical amount for this line item.

The Group reported a decline in the operating result (EBIT) of 4.1% to € 318 million in the third quar-
ter of 2012 (Q3 2011: € 332 million) while the operating result excluding depreciation and amortization 
(EBITDA) was up 2.3% to € 661 million (Q3 2011: € 646 million). However, adjusted for one-time costs 
totaling € 93 million excluding impairments (Q3 2011: € 6 million), EBITDA pre one-time items increased 
15.6% to € 754 million, or 27.7% of sales (Q3 2011: € 653 million, or 26.8% of sales). The margin improve-
ment reflects the strong top-line growth and more efficient resource allocation throughout the Group.

In the third quarter of 2012, the Group’s financial result improved by 19.6% to € –58 million (Q3 2011: 
€ –72 million), due to reduced interest costs on debt following the retirement of € 500 million worth of 
bonds in March of this year as well as lower interest costs on pension provisions. In addition, gains related 
to the time value of foreign exchange options benefited the financial result in the quarter under review. 
Merck began using foreign exchange options as hedging instruments in Q4 2011 and books fluctuations of 
respective time values under the financial result. As a consequence, this line may continue to be impacted 
by the volatility of foreign exchange rates.

Income tax amounted to € –71 million (Q3 2011: € –32 million). While one-time charges moderately 
impacted the reported tax rate in the quarter under review, last year’s third quarter income tax rate included 
a one-time deferred tax gain. However, the adjusted income tax rate of 25.5% continues to be at the mid-
point of the company’s underlying tax rate of 25% to 26%.

Turning to the bottom-line, the increase in one-time costs (including impairments) of € 98 million 
weighed on reported net income (profit after tax attributable to Merck KGaA shareholders) of € 185 million 
(Q3 2011: € 224 million) or earnings per share (EPS) of € 0.85 in the third quarter of 2012 (Q3 2011: € 1.03). 
However, adjusted for one-time costs, EPS pre one-time items increased 22.2% to € 1.98 (Q3 2011: € 1.62).

Merck Group | �EBITDA pre one-time items by quarter/Jan.-Sept.

€ million

Q1 674 
736

Q2 747 
655

Q3 754 
653

Jan.-Sept. 2,175 
2,043

0

   2011         2012

Merck’s strong operational performance in the third quarter of 2012 as well as effective working capital man-
agement generated a record free cash flow (net cash flow from operating activities less acquisitions/divest-
ments, purchase/disposals of intangible assets, property, plant and equipment, non-current financial assets 
and marketable securities) of € 815 million (Q3 2011: € 482 million), up 69.2%. A stronger focus on improv-
ing working capital has resulted in working capital declining as a percentage of sales to 23.9% as of Septem-
ber 30, 2012 (29.5% as of December 31, 2011).

 �Merck Group
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First Nine Months 2012 Performance
In the first nine months of 2012, total revenues of the Merck Group increased 9.0% to € 8,338 million  
(9M 2011: € 7,651 million), driven by similar contributions from both organic growth (+4.3%) and posi-
tive benefits from changes in foreign exchange rates (+4.2%) and supported by growth from acquisitions 
(+0.4%). Sales were up 8.8% to € 8,029 million (9M 2011: € 7,381 million), with sales growing 4.1% organi-
cally, a favorable impact from changes in foreign exchange rates contributing 4.3% and acquired businesses 
adding 0.4%. After a moderate start to 2012, business trends strengthened in the second and third quarters. 
The strongest driver of organic growth was Merck Serono, which benefited from higher volumes in most 
of its therapeutic areas as well as positive pricing trends, particularly in the United States. From a regional 
perspective, the share of Group sales in Emerging Markets and North America increased to 34% and 20%, 
respectively (9M 2011: 33% and 18%, respectively), reflecting softer economic conditions in Europe, but also 
an increasing business focus on markets with the strongest growth profiles.

EBITDA pre one-time items was € 2,175 million, or 27.1% of sales, in the first nine months of 2012 (9M 
2011: € 2,043 million, or 27.7% of sales), up 6.5% but down as a percentage of sales, reflecting a tough 
year-on-year comparison due to an exceptionally strong first quarter 2011 in all divisions. On a reported 
basis, € 528 million of one-time items were booked in the first nine months of 2012, including both impair-
ments of € 23 million and € 409 million of other one-time costs related to the Group’s “Fit for 2018” effi-
ciency program. Factoring in these higher one-time items as well as a net € 48 million in one-time gains in 
the first nine months of 2011, which included the disposal of the CropBioscience business, reported EBITDA 
declined by 19.2% to € 1,689 million (9M 2011: € 2,091 million). EPS pre one-time items for the first nine 
months of 2012 amounted to € 5.56 (9M 2011: € 5.12), an increase of 8.6%.

Free cash flow totaled € 1,860 million in the first nine months of 2012 (9M 2011: € 1,380 million), up 
34.8%, as a result of a strong operational performance and effective working capital management, leading 
to a substantial reduction in net financial debt to € 2,127 million as of September 30, 2012 (December 31, 
2011: € 3,484 million).

Merck Group | Number of employees as of Sept. 30, 2012: 39,545

54%30%

4%

12%

  Europe 21,245
  North America 4,908
  Emerging Markets 11,780
  Rest of World 1,612

At the end of the third quarter 2012, Merck had 39,545 employees worldwide, compared to 40,676 on 
December 31, 2011.

 �Merck Group
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Merck’s Four Divisions

The Merck Group operates within four divisions. The Merck Serono division develops, manufactures and 
markets prescription drugs to treat cardiovascular diseases, cancer, neurodegenerative diseases, infertility 
and selected metabolic disorders. About 60% of these drugs are biologics, making the division a substantial 
biopharmaceuticals provider in Europe. In the third quarter of 2012, Merck Serono contributed 56% to Group 
sales.

The Consumer Health division manufactures and markets prescription-free drugs primarily addressing 
health themes such as mobility, women’s and children’s health, cough and cold as well as everyday health 
protection. The division’s contribution to Group sales was 4% in the third quarter of 2012.

In Performance Materials, Merck holds number one market positions for liquid crystal mixtures used 
in liquid crystal displays (LCD) as well as for special effect pigments used for decorative applications in e. g. 
automotive coatings and the cosmetics industry. This division generated 16% of Group sales in the third 
quarter of 2012.

The Merck Millipore division is one of the top three global suppliers of tools for the life science industry, 
marketing and developing solutions to support the academic, pharma, biopharma and chemical industries 
to increase productivity in laboratories as well as to ensure quality, increase yields and lower costs in drug 
production. Reflecting the industry-specific needs of its customers, Merck Millipore has three business units: 
Bioscience and Lab Solutions, which both primarily serve the needs of researchers and laboratories, and Pro-
cess Solutions, which supplies products used primarily for clinical and commercial-scale drug production. In 
the third quarter of 2012, the division contributed 24% to sales of Group sales.

Merck Group | Sales by division – Q3 2012

€ million

56%

16%

4%

24%   Merck Serono 1,510.6
  Consumer Health 122.4
  Performance Materials 446.0
  Merck Millipore 642.7

Merck Group | EBITDA pre one-time items by division

€ million  Q3 2012  Q3 2011 Change
Jan.-Sept. 

2012
Jan.-Sept. 

2011 Change

Merck Serono 456.1 392.8 16.1% 1,289.1 1,160.7 11.1%
Consumer Health 18.4 18.8 –2.1% 44.7 42.4 5.6%
Performance Materials 194.8 140.4 38.8% 544.8 517.7 5.2%
Merck Millipore 147.7 132.4 11.6% 457.1 419.4 9.0%
Corporate and Other –62.9 –31.9 97.0% –160.6 –96.9 65.7%

 �Divisions



Merck 2012
Interim Management Report Q3 2012

8

Merck Serono

Merck Serono’s third quarter total revenues rose 10.5% to € 1,623 million (Q3 2011: € 1,469 million), includ-
ing an increase in sales of 9.9% to € 1,511 million (Q3 2011: € 1,375 million). This solid performance was 
driven by an organic sales growth of 5.3% and improved a further 4.6% because of changes in foreign 
exchange rates. The foreign exchange rate benefi t was primarily the result of a stronger US dollar in Q3 2012 
compared to Q3 2011. From a product perspective, sales growth was once again led by the company’s Mul-
tiple Sclerosis product, Rebif®, its leading Fertility product, Gonal-f®, and its diabetes product Glucophage®, 
all of which grew organically at double-digit rates. Each of these products benefi ted from higher volumes, 
with the fi rst two being additionally supported by price increases. Royalty, license and commission income 
improved 19.7% to € 112 million (Q3 2011: € 94 million) as a result of changes in foreign exchange rates as 
well as higher royalty income related to a strong sales performance of Humira®, which is marketed by Merck’s 
licensee Abbott Laboratories.

Merck Serono | Key fi gures

€ million  Q3 2012  Q3 2011 ChangeChangeChange
Jan.-Sept. 

2012
Jan.-Sept. 

2011 ChangeChangeChange

Total revenues 1,623.0 1,468.8 10.5% 4,767.0 4,375.9 8.9%
Sales 1,510.6 1,374.9 9.9% 4,474.3 4,115.3 8.7%
Operating result (EBIT) 142.7 177.6 –19.6% 298.4 192.3 55.2%
   Margin (% of sales) 9.4% 12.9% 6.7% 4.7%
EBITDA 373.1 392.8 –5.0% 1,004.8 1,134.7 –11.5%
   Margin (% of sales) 24.7% 28.6% 22.5% 27.6%
EBITDA pre one-time items 456.1 392.8 16.1% 1,289.1 1,160.7 11.1%
   Margin (% of sales)  (% of sales)  (% of sales) 30.2% 28.6% 28.8% 28.2%

During the third quarter of 2012, the division’s production costs rose 18.6% to € 288 million (Q3 2011: 
€ 243 million) refl ecting increased volumes as well as higher start-up costs for the division’s bioproduction 
plant in Vevey, Switzerland. Gross profi t grew by 8.9% to € 1,335 million (Q3 2011: € 1,226 million). This 
translated into a gross margin (as percentage of sales) of 88.4% (Q3 2011: 89.2%).

Marketing and selling costs declined by 1.2% to € 339 million (Q3 2011: € 343 million) due to a focus on 
more effi cient resource allocation, particularly for discretionary costs. However, royalty, license and commis-
sion expenses rose 22.2% to € 157 million (Q3 2011: € 128 million), mainly due to the strong performance 
of Rebif® in the United States that triggered higher commission payments to the the division’s co-marketing 
partner Pfi zer.

Other operating expenses more than tripled to € 178 million (Q3 2011: € 52 million) largely driven by 
one-time items, in particular expenses of € 82 million related to restructuring measures for the Group’s effi -
ciency program. In addition, the division reported costs of € 11 million in Q3 2012 mainly related to software 
impairments. Finally, a write-off of receivables triggered by the insolvency of Germany’s largest mail-order 
pharmacy contributed to the increase in other operating expenses.

Merck Serono’s investments into research and development declined 3.2% to € 287 million in the quarter 
(Q3 2011: € 297 million) as a result of lower clinical development costs also because two Erbitux® phase III 
trials were stopped in Q2 2012. 

Amortization of intangible assets remained at last year’s level, increasing just 0.5% to € 165 million 
(Q3 2011: € 164 million), refl ecting the regular run-rate for the division.

The division’s EBIT was € 143 million (Q3 2011: € 178 million), down 19.6% and substantially impacted 
by the increase in other operating expenses, while EBITDA declined 5.0% to € 373 million (Q3 2011: € 393 
million). However, adjusting for € 83 million in one-time items, primarily relating to the division’s restruc-
turing efforts, EBITDA pre one-time items increased by 16.1% to € 456 million, representing 30.2% of sales 
(Q3 2011: € 393 million, representing 28.6% of sales). This margin improvement of 160 basis points is the 
result of strong operational performance and lower discretionary spending.

  Divisions
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 �Divisions

From a geographic perspective, the percentage of sales Merck Serono generated outside of Europe climbed 
to 60% in the third quarter of 2012 (Q3 2011: 56%). This was driven by the strong performance in North 
America, which reported an organic sales increase of 18.3% to € 357 million (Q3 2011: € 271 million), and 
represented 24% of the division’s sales (Q3 2011: 20%). The strongest growth contributor in the North 
American region was Rebif®, which benefited from both year-on-year price and volume increases. Sales 
in the Rest of World regions grew 9.9% organically to € 108 million (Q3 2011: € 92 million) with the big-
gest single growth driver being Glucophage®, the division’s diabetes treatment, due to continuing strong 
demand in Japan. Organic growth in the Emerging Markets softened to 4.4% and represented € 439 million 
of total sales for the division (Q3 2011: € 406 million). The softer growth rate in Q3 2012 was mainly due to 
lower sales in China which partially offset a strong performance in countries such as Brazil and Vietnam. The 
Emerging Markets benefited the most from a continued strong performance of the CardioMetabolic Care & 
General Medicine business unit, the Merck Serono fertility products and Erbitux®. Challenging business condi-
tions in Europe, impacted by lower pricing as well as healthcare budget cuts, resulted in sales of € 606 million 
(Q3 2011: € 605 million), representing an organic sales decline of –0.7%. 

Merck Serono | Sales by region – Q3 2012

40%29%

7%

24%

€ million

  Europe 606,1
  North America 357,0
  Emerging Markets 439,3
  Rest of World 108,1

 
On a product level, global sales of Merck’s largest single product, Rebif®, for the treatment of relapsing forms 
of Multiple Sclerosis, rose 10.2% organically to € 499 million (Q3 2011: € 426 million). The increase was mainly 
driven by 22.4% organic sales growth in the United States, which was the result of price increases and higher 
volumes. In Europe, organic sales growth of 2.1% reflected higher volumes offset by continued pricing pres-
sure. Sales in the Emerging Markets declined compared to the same period in the previous year. However, the 
combined sales from the Emerging Markets and Rest of World accounted for less than 10% of this product’s 
global sales. 

 

Merck Serono | Growth components by region – Q3 2012

€ million/change in % Sales Organic growth
Exchange rate 

effects
Acquisitions/
divestments

Reported 
sales growth

Europe 606.1 –0.7% 0.8% – 0.1%
North America 357.0 18.3% 13.2% – 31.6%
Emerging Markets 439.3 4.4% 3.8% – 8.2%
Rest of World 108.1 9.9% 7.5% – 17.4%

Sales of the biologic cancer drug Erbitux® remained flat on an organic basis at € 224 million (Q3 2011: € 218 
million), largely due to a softer performance in Europe stemming from increasing competition in the sec-
ond-line metastatic colorectal cancer segment as well as healthcare budget constraints. Higher sales in the 
Emerging Markets and the Rest of World regions offset the softness in Europe, with Rest of World benefiting 
from a strong performance in Australia triggered by reimbursement. In Japan, organic sales declined 6.0%. 
While Erbitux® sales in Japan are stabilizing and increased sequentially for the second straight quarter, the 
division continues to see competitive pressure in the region.
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Merck Serono | Major products by region, organic growth rates – Q3 2012

Total Europe North America
Emerging 

Markets Rest of World Change

Rebif® € million 499.2 190.4 267.0 32.6 9.2 17.2% 
organic growth in % 10.2% 2.1% 20.1% –6.1% 19.3%
% of sales 100% 38% 53% 7% 2%

Erbitux® € million 224.3 123.1 – 60.7 40.5 3.0% 
organic growth in % – –2.5% – 3.6% 3.3%
% of sales 100% 55% – 27% 18%

Merck Serono | Organic sales growth by key product – Q3 2012

€ million Organic growth
in %

Rebif® 499
426  10.2%

Erbitux® 224
218 –

Gonal-f® 145
123    10.8%

Glucophage® 99
83  17.1%

Concor® 91
93  –4.6%

Saizen® 64
59  2.6%

0

 2011    2012

Sales of Gonal-f®, a recombinant hormone used in the treatment of infertility, continued to perform strongly, 
growing 10.8% organically in the third quarter of 2012 to € 145 million (Q3 2011: € 123 million), attributable 
to both volume and price increases. Sales continued to grow double-digit organically in all regions but Rest 
of World, helped by the continuous rollout of a family of ready-to-use injection pens. 

The division’s Endocrinology business, dominated by products to treat metabolic and growth disorders, 
reported sales of € 102 million in the third quarter of 2012, representing organic sales growth of 7.2% (Q3 
2011: € 90 million). The primary driver of organic sales growth continues to be Kuvan®, a product used 
for the treatment of hyperphenylalaninemia, a metabolic disorder. Kuvan® sales continue to grow rapidly 
in Europe while the rollout in Asia and Latin America remains ongoing. In addition, Egrifta®, used for the 
reduction of excess abdominal fat in HIV-infected patiens with lipodystrophy and which Merck Serono mar-
kets only in the United States, posted a strong double-digit increase in sales.

Sales of Merck Serono’s CardioMetabolic Care & General Medicine products inreased 0.8% organically 
to € 492 million (Q3 2011: € 477 million). Strong sales growth of Glucophage® as well as the thyroid medi-
cines’ portfolio, used to treat hypothyroidism, offset softening sales of the beta-blocker Concor® that saw 
sharp pricing pressure in Europe, as well as increasing pressure on physicians to prescribe cheaper medica-
tions. In Emerging Markets, sales of Concor® continued to grow organically.

  Divisions
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 �Divisions

First Nine Months 2012 Performance
During the first nine months of 2012, the division’s total revenues climbed 8.9% to € 4,767 million (9M 2011: 
€ 4,376 million), with sales increasing 8.7% to € 4,474 million (9M 2011: € 4,115 million). Reported sales 
reflected organic sales growth of 5.4% and a 3.4% boost from changes in foreign exchange rates. The primary 
driver of the organic sales growth was Rebif®, which generated organic sales growth of 7.6% and represented 
€ 1,421 million in sales (9M 2011: € 1,260 million). Major driver of this organic sales growth was higher pricing 
in the US market. Erbitux®, the division’s second-largest product, saw an organic sales increase of 2.8%, repre-
senting € 664 million in sales (9M 2011: € 630 million). Softer sales in Europe and Japan were more than offset 
by high single-digit organic growth in the Emerging Markets and the remaining Rest of World regions. These 
two regions have grown to represent 43% of the product’s total sales.

The Fertility product portfolio with its biggest sales contributor Gonal-f® generated sales of € 608 mil-
lion (9M 2011: € 510 million), representing organic sales growth of 14.8%. Gonal-f® generated strong vol-
umes in all regions as well as a significant price increase in the United States. Endocrinology, the division’s 
business unit that markets drugs to treat metabolic and growth disorders, also posted solid organic growth 
of 12.2% through the first nine months, totaling sales of € 298 million (9M 2011: € 253 million). All prod-
ucts of the franchise increased sales organically, with mid-to-high double-digit growth rates generated by 
Egrifta® and Kuvan®. Finally, sales of the division’s Cardiometabolic Care & General Medicine products were 
flat organically with € 1,482 million in the first nine months of 2012 (9M 2011: € 1,459 million). Healthy 
volume growth in the Emerging Markets offset both pricing pressure as well as tougher generic competition 
in Europe.

The division’s EBITDA pre one-time items in the first nine months of 2012 increased 11.1% to € 1,289 
million (9M 2011: € 1,161 million) driven by the strong top-line performance as well as more efficient 
resource allocation. Consequently, EBITDA pre one-time items as a percentage of sales increased to 28.8% 
(9M 2011: 28.2%).
 
Merck Serono Pipeline News in Q3 2012
On September 18, 2012, Merck announced the decision to voluntarily withdraw the marketing authorization 
application to the European Medicines Agency (EMA) of a label extension for Erbitux® in combination with 
standard first-line platinum-based chemotherapy in patients with advanced or metastatic non-small cell lung 
cancer (NSCLC) with high epidermal growth factor receptor (EGFR) expression. The decision to withdraw the 
application was based on feedback from EMA, indicating that further clinical data would be required. Merck 
will not pursue further development of Erbitux® in the lung cancer indication. These results do not alter 
the current utility of Erbitux® in patients with KRAS wild-type metastatic colorectal cancer (mCRC) and in 
patients with locally advanced or recurrent and/or metastatic squamous cell carcinoma of the head and neck 
(SCCHN) in those markets where Erbitux® is currently registered in these indications. 

The division continues to strengthen its early- and mid-stage pipeline via strategic transactions. On 
September 6, 2012, Merck announced that an exclusive worldwide license agreement was signed with Sym-
phogen A/S, Copenhagen, Denmark, for Sym004, potentially complementing and building upon Merck’s 
existing Erbitux® franchise. Sym004 is an investigational product comprised of two antibodies that are 
designed to block ligand binding, receptor activation and downstream signaling as well as to elicit removal 
of EGFR from the cancer cell surface by inducing their internalization and degradation. Sym004 is currently 
being evaluated in a Phase I/II trial in solid tumors, recently amended to focus on patients with advanced 
KRAS wild-type mCRC who have previously progressed on treatment with standard chemotherapy and a 
marketed anti-EGFR monoclonal antibody. In addition, a single-arm, open-label Phase II trial is on-going in 
patients with SCCHN who have failed anti-EGFR-based therapy.

In agreement with its partner Threshold Pharmaceuticals, Merck plans to initiate a randomized Phase 
III trial of the investigational hypoxia-targeted drug TH-302 in patients with advanced pancreatic cancer 
within the coming months. The decision to move into Phase III is based upon the results of a Phase II trial 
in the same population which showed a statistically significant improvement in progression free survival 
(PFS), the primary endpoint of the study, when TH-302 was used in combination with gemcitabine. At the 
European Society for Medical Oncology (ESMO) Congress in Vienna in September, new findings on over-
all survival (OS), which was a secondary endpoint of the study, were presented. The analysis and inter-
pretation of the OS endpoint was confounded by the fact that for ethical reasons patients randomized to 
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gemcitabine alone were allowed to cross-over to receive gemcitabine plus TH-302 upon disease progres-
sion. Nevertheless, patients treated initially with TH-302 and gemcitabine tended to have a longer OS than 
those treated with gemcitabine alone, although the difference was not statistically significant. Given the 
consistency in the PFS, and OS trends Merck and Threshold agreed that progression to a Phase III study in 
pancreatic cancer is warranted. The US affiliate of Merck has reached an agreement with the FDA regard-
ing a Special Protocol Assessment (SPA) for this study. An SPA is a written agreement with the US Food and 
Drug Agency (FDA) that documents the agency’s agreement that the design and planned analysis of a study 
can adequately address objectives in support of a regulatory submission. However, FDA’s determinations for 
marketing application approval are made after a complete review of a marketing application and are based 
on all data in the application.

Turning to ONO-4641, the division’s sphingosine-1-phosphate receptor modulator, following the posi-
tive outcome from the Phase II DreaMS study in patients with relapsing Multiple Sclerosis presented in April 
2012, further studies, both non-clinical and clinical, are being performed. Evaluation of data from these 
studies will provide more information on efficacy, safety and the potential for differentiation of this agent 
to allow Merck Serono to make an informed decision about whether to progress this project to Phase III in 
2013.

Concerning Stimuvax, the division’s MUC1 antigen-specific immunotherapy, the outcome of the Phase 
III study (START) in over 1,500 patients with inoperable NSCLC (stage III loco-regional disease following first 
line chemo-radiotherapy) remains on track to deliver top-line results including the primary analysis of OS in 
the first quarter of 2013.

For cilengitide, Merck Serono’s integrin-targeting peptide, the outcome of the pivotal, randomized 
phase III study (CENTRIC) in 545 first-line glioblastoma patients with methylated MGMT promotor status 
remains on track to conclude its primary endpoint OS in the first half of 2013.

In the area of immunology/rheumatology, Merck Serono is currently analyzing data from the double-
blind, placebo-controlled Phase II study (APRIL SLE) that assessed the therapeutic value of atacicept to treat 
Systemic Lupus Erythematosus (SLE). The trial initially investigated two doses of atacicept in patients who 
were stable following steroid taper, and measured the effect of the drug on new disease flares. The study 
recruited more than 450 patients. Detailed data from this study are expected to be presented at a scientific 
conference in the first half of 2013.

 �Divisions
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Consumer Health

The Consumer Health division reported sales of € 122 million, a decrease of 7.7% (Q3 2011: € 133 million). 
This reflected a reduction in organic sales of 10.3% and a 2.6% increase from changes in foreign exchange 
rates. The organic decline was driven primarily by lower European sales, the division’s biggest market. Consumer 
Health is in the process of restructuring the business in 2012 and 2013, an effort that also may include site 
closures. While some of these activities are affecting the division’s top-line performance negatively, the divi-
sion’s EBITDA margin pre one-time items continued to improve year-on-year as a result of lower costs and more 
efficient resource allocation.

Consumer Health | Key figures

€ million  Q3 2012  Q3 2011 Change
Jan.-Sept. 

2012
Jan.-Sept. 

2011 Change

Total revenues 123.2 132.8 –7.3% 352.7 367.7 –4.1%
Sales 122.4 132.5 –7.7% 351.1 366.4 –4.2%
Operating result (EBIT) 7.4 16.9 –56.3% 21.9 34.3 –36.2%
   Margin (% of sales) 6.0% 12.8% 6.2% 9.4%
EBITDA 10.3 18.8 –45.2% 30.7 42.4 –27.5%
   Margin (% of sales) 8.4% 14.2% 8.7% 11.6%
EBITDA pre one-time items 18.4 18.8 –2.1% 44.7 42.4 5.6%
   Margin (% of sales)  15.0% 14.2% 12.7% 11.6%

Cost of sales was nearly unchanged at € 41 million (Q3 2011: € 42 million), as lower production costs 
were off-set by inventory write-downs due to the restructuring of the business. The division’s gross profit 
decreased to € 82 million due to the lower sales level (Q3 2011: € 91 million) and write-downs, resulting 
in a lower gross margin of 67.4% (Q3 2011: 68.5%). Consumer Health continued to effectively manage its 
operational spending. The division’s marketing and selling expenses fell by 7.4% due to an optimization of 
sales promotion spending and lower sales force costs while overall selling, general and administration (SG&A) 
costs increased 3.6% to € 69 million (Q3 2011: € 67 million). This increase is solely driven by € 8 million of 
one-time charges relating to the restructuring program.

R&D expenses fell to € 5 million (Q3 2011: € 6 million) due to increased focusing of R&D investments, 
less project-related spending and structural cost savings. On a reported basis, EBIT declined to € 7 million 
(Q3 2011: € 17 million). Adjusted for one-time restructuring costs of € 8 million, EBITDA pre one-time items 
declined 2.1% to € 18 million in the third quarter of 2012 (Q3 2011: € 19 million), but climbed to 15.0% of 
sales compared to 14.2% of sales in Q3 2011.

Consumer Health | Sales by region – Q3 2012

66%30%

4% € million

  Europe 81.0
  North America 0.4
  Emerging Markets 36.7
  Rest of World 4.2
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From a geographic perspective, Emerging Markets was the only region that generated organic sales growth 
for the division, driven by brands such as Cebion® and Sedalmerck®. In Europe, which represents 66% of the 
division’s top-line, sales were negatively affected by restructuring and regulatory-related sales reductions, 
declining OTC markets and strong competitive pressure in some Central and Eastern European countries.

Consumer Health | Growth components by region – Q3 2012

€ million/change in % Sales Organic growth
Exchange rate 

effects
Acquisitions/
divestments

Reported
sales growth

Europe 81.0 –14.2% 1.4% – –12.8%
North America 0.4 –72.4% 1.3% – –71.1%
Emerging Markets 36.7 2.4% 6.3% – 8.7%
Rest of World 4.2 –7.1% –0.1% – –7.2%

Sales of the Cough and Cold portfolio remained stable as the division fi lled fi rst orders for the upcoming 
winter season. The other portfolios declined due to the overall weaker performance in Europe compared to 
the third quarter last year.

First Nine Months 2012 Performance
During the fi rst nine months of 2012, the division reported sales of € 351 million (9M 2011: € 366 million), 
a decrease of 4.2% due to a 5.9% organic decline in sales that was only partly offset by a 1.7% benefi t from 
foreign exchange rates. The organic sales decline was related to weak Q1 and Q3 performance, mainly in 
Europe, related to the restructuring of operations in some markets and a refocusing of the brand portfolio 
towards strategic brands, as well as challenging market environments, especially in Central Europe.

EBITDA pre one-time items of Consumer Health increased during the fi rst nine months of 2012 by 5.6% 
to € 45 million, or 12.7% of sales, compared to the prior year’s € 42 million, or 11.6% of sales.

This improvement was primarily the result of tighter cost control particularly in discretionary marketing 
and selling expenses.

  Divisions
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Performance Materials

In the third quarter of 2012, the Performance Materials division posted exceptionally strong sales of 
€ 446 million (Q3 2011: € 340 million), up 31.1%, driven by record sales for liquid crystal materials. In addi-
tion, Performance Materials’ sales growth benefited the most among all Merck’s divisions from the stronger 
US dollar since a significant portion of its sales are recognized in this currency. In summary, Perfomance Mate-
rials reported organic sales growth of 19.7% while changes in foreign exchange rates contributed 11.4%. 

Volumes in the Liquid Crystals business – which account for approximately three-fourths to the divi-
sion’s sales – benefited from higher demand from panel manufacturers in advance of the holiday shopping 
season. As a result, the volume of liquid crystals based on polymer stabilized vertical alignment (PS-VA) 
technology, primarily used in mid- and large-sized televisions, doubled compared to the third quarter in 
2011. In addition, strong consumer demand for mobile touch-screen displays (smartphones, tablet PCs) 
drove liquid crystals volumes. Mobile devices primarily use liquid crystals based on in-plane switching (IPS) 
technology because it offers the widest viewing angle. Finally, the division is benefiting from the emergence 
of a Chinese customer base, which is primarily serving local consumer demand for LCDs.

However, given the typical seasonal cyclicality in LCD manufacturing, the company expects demand for 
liquid crystals in the fourth quarter to soften sequentially resulting in the division’s EBITDA pre being around 
last year’s fourth quarter.

In Pigments and Cosmetics, sales increased across all business fields compared to a lower base in the 
third quarter of 2011. Sales of the business unit’s products were lower in Q3 2011 due, in part, to the 
effects of the earthquake in Japan last year.

Performance Materials | Key figures

€ million  Q3 2012  Q3 2011 Change
Jan.-Sept. 

2012
Jan.-Sept. 

2011 Change

Total revenues 446.7 341.7 30.7% 1,259.5 1,123.8 12.1%
Sales 446.0 340.1 31.1% 1,258.6 1,121.5 12.2%
Operating result (EBIT) 161.2 115.0 40.1% 467.9 549.8 –14.9%
   Margin (% of sales) 36.1% 33.8% 37.2% 49.0%
EBITDA 191.9 140.3 36.8% 556.0 636.3 –12.6%
   Margin (% of sales) 43.0% 41.2% 44.2% 56.7%
EBITDA pre one-time items 194.8 140.4 38.8% 544.8 517.7 5.2%
   Margin (% of sales)  43.7% 41.3% 43.3% 46.2%

During the third quarter, the division’s production costs amounted to € 189 million (Q3 2011: € 146 million), 
up 30.0%. Increased operating leverage from higher sales was offset by softer pricing for liquid crystals and 
the company’s decision to optimize inventory levels. This resulted in a gross margin of 57.7% that was nearly 
unchanged year-on-year (Q3 2011: 57.6%)

Selling, general and administration (SG&A) costs increased by 30.6% to € 61 million (Q3 2011: € 47 mil-
lion) due to higher marketing and selling expenses and € 7 million of one-time charges stemming from the 
“Fit for 2018” efficiency program that were partly balanced by a release of a provision related to a discon-
tinued business. R&D spending increased slightly to € 35 million (Q3 2011: € 34 million) with the majority 
of that amount being invested in the Liquid Crystals business.

Reported EBIT was up 40.1% amounting to € 161 million (Q3 2011: € 115 million), while EBITDA 
increased by 36.8% to € 192 million (Q3 2011: € 140 million). Adjusting for € 3 million in one-time items, 
EBITDA pre improved by 38.8% to € 195 million, or 43.7% of sales (Q3 2011: € 140 million, or 41.3% of 
sales).

 �Divisions
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Performance Materials | Sales by region – Q3 2012

75%

12% 8%
5%

€ million

  Europe 35.8
  North America 22.5
  Emerging Markets 334.6
  Rest of World 53.1

From a regional perspective, Emerging Markets generated 75% of sales for Performance Materials in the 
third quarter of 2012, reflecting the concentration of liquid crystals customers in Asia. Divisional sales in 
this region showed a strong 32.9% organic increase. The decline in European sales is mostly related to the 
Pigments and Cosmetics business unit due to a slowing automotive production in this region.

Performance Materials | Growth components by region – Q3 2012

€ million/change in % Sales Organic growth
Exchange rate

effects
Acquisitions/
divestments

Reported 
sales growth

Europe 35.8 –3.1% 0.6% – –2.6%
North America 22.5 19.5% 13.8% – 33.4%
Emerging Markets 334.6 32.9% 13.7% – 46.7%
Rest of World 53.1 –17.5% 8.5% – –8.9%

First Nine Months 2012 Performance
Looking at the divisional performance for the first nine months of 2012, sales grew 12.2% to € 1,259 mil-
lion (9M 2011: € 1,122 million) driven by an organic sales increase of 4.4% and a 7.9% benefit from foreign 
exchange rates. Demand for liquid crystals accelerated in the second and third quarters due to increasing 
demand from display makers. Sales in Pigments and Cosmetics remained flat during the first nine months of 
2012 due to weak demand for coatings in Europe, which was offset by growth from active ingredients for 
cosmetic applications and a recovery of the US coatings business.

EBITDA pre one-time items increased 5.2% to € 545 million (9M 2011: € 518 million), reflecting the 
strong year-to-date performance of the Liquid Crystals business unit due to record volumes driven by 
healthy consumer demand for TVs, smartphones and tablet PC’s. However, the division’s margin as a per-
centage of sales declined to 43.3% (9M 2011: 46.2%) due to lower pricing and the weaker operational 
performance of the Pigments and Cosmetics business unit.

 �Divisions
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Merck Millipore

In the third quarter of 2012, the Merck Millipore division continued to benefit from solid demand across 
all its business units, increasing its sales by 9.5% to € 643 million (Q3 2011: € 587 million). Reported sales 
reflected 3.0% organic growth, which was driven primarily by higher volumes. Additionally, top-line results 
reflected a 5.8% benefit from foreign exchange rates, primarily related to the US dollar, and a 0.7% boost 
from acquisitions. 

The primary driver of growth came from the Process Solutions business unit, which generated an 
increase in organic sales of 4.6% and represents 40% of the division’s sales. Higher demand for products used 
in the production of biologic drugs drove most of the increase. The division is also seeing strong demand for 
single-use manufacturing technologies. Royalty income increased to € 6 million (Q3 2011: € 2 million), driven 
by royalties for the Process Solutions’s pharmaceutical chemicals products.

Merck Millipore has two business units that primarily serve the needs of researchers and laboratories, 
Bioscience and Lab Solutions. These business units reported organic sales growth of 2.1% and 1.9%, respec-
tively. The Bioscience business unit, which contributes approximately 18% to divisional sales, continued to 
grow in-line with the market, but is experiencing soft conditions in the North American, Southern European 
and Japanese academia markets. The Lab Solutions business unit, which represents approximately 42% of 
the division’s total sales, saw increasing demand for lab-water consumables and bio-monitoring products 
but softer sales for its laboratory chemicals business.

Merck Millipore | Key figures

€ million  Q3 2012  Q3 2011 Change
Jan.-Sept. 

2012
Jan.-Sept. 

2011 Change

Total revenues 648.2 588.3 10.2% 1,958.9 1,783.2 9.9%
Sales 642.7 586.7 9.5% 1,944.7 1,778.2 9.4%
Operating result (EBIT) 63.8 55.5 15.0% 207.4 178.1 16.4%
   Margin (% of sales) 9.9% 9.5% 10.7% 10.0%
EBITDA 140.3 126.5 10.9% 435.4 391.8 11.1%
   Margin (% of sales) 21.8% 21.6% 22.4% 22.0%
EBITDA pre one-time items 147.7 132.4 11.6% 457.1 419.4 9.0%
   Margin (% of sales)  23.0% 22.6% 23.5% 23.6%

During the third quarter of 2012, the division’s cost of sales increased 8.7% to € 269 million (Q3 2011: € 247 
million), yielding a gross profit of € 379 million (Q3 2011: € 341 million) or 59.0% of sales (Q3 2011: 58.1%). 
This gross margin expansion primarily reflects operational leverage from higher volumes and efficiency gains 
in manufacturing and the positive effects from changes in foreign exchange rates.

Marketing and selling expenses were up 10.5% to € 166 million (Q3 2011: € 150 million). While part 
of this increase was driven by the impacts of unfavorable foreign exchange rates due to the concentration 
of a majority of the division’s costs in the United States, it also included the new expenses from acquired 
businesses. These two factors also were the main contributors to the 9.3% increase in administration costs. 
Other operating expenses amounted to € 22 million, including € 7 million of one-time charges related to 
the “Fit for 2018” efficiency program.

Merck Millipore’s R&D costs grew 28.1% to € 43 million (Q3 2011: € 33 million), as the division contin-
ued to invest heavily in future growth. A meaningful portion of the increase came from Process Solutions, 
reflecting the division’s expectation that increasing volumes for biopharmaceuticals will remain an attrac-
tive growth driver in the future. In addition, the strong US dollar added to the growth since the majority of 
the division’s R&D activities are located in the United States.

The division’s EBIT improved by 15.0% to € 64 million (Q3 2011: € 55 million) while EBITDA increased by 
10.9% to € 140 million (Q3 2011: € 126 million). Adjusted for one-time charges of € 7 million, EBITDA pre 
grew 11.6% to € 148 million, or 23.0% of sales (Q3 2011: € 132 million, 22.6% of sales), mainly due to the 
higher gross margin.
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Merck Millipore | Sales by region – Q3 2012

36%
24%

12%

28%

€ million

  Europe 232.8
  North America 182.3
  Emerging Markets 153.3
  Rest of World 74.3

In the third quarter of 2012, all regions grew organically in the range of 3%. Organic sales growth stemming 
from biopharmaceutical customers in Europe offset softer demand from academia. In the United States, sales 
to academic customers from the Bioscience and the Lab Solutions business units increased slightly, while 
overall growth was driven by solid demand from the biopharmaceutical industry. Sales growth in the Emerg-
ing Markets and Rest of World regions was led by Lab Solutions and Process Solutions while demand for Bio-
science products was softer.

Merck Millipore | Growth components by region – Q3 2012

€ million/change in % Sales Organic growth
Exchange rate 

effects
Acquisitions/
divestments

Reported 
sales growth

Europe 232.8 3.0% 1.0% 1.4% 5.3%
North America 182.3 3.4% 11.6% 0.4% 15.4%
Emerging Markets 153.3 2.7% 4.9% 0.1% 7.7%
Rest of World 74.3 3.2% 9.9% 0.6% 13.7%

First Nine Months 2012 Performance
Merck Millipore’s first nine months total revenues grew 9.9% to € 1,959 million (9M 2011: € 1,783 million), 
including € 14 million from royalties (9M 2011: € 5 million). Sales were up 9.4% to € 1,945 million (9M 2011: 
€ 1,778 million). While robust demand in all three business units generated organic sales growth of 3.0%, 
favorable foreign exchange rates added 4.6%. In addition, last year’s acquisitions of Amnis and heipha/Hycon 
which strengthened Merck Millipore’s product offering in the Life Science and BioMonitoring business fields 
contributed 1.8% to the reported top-line growth.

The division’s EBITDA pre one-time items increased 9.0% to € 457 million (9M 2011: € 419 million) dur-
ing the first nine months of 2012, equivalent to 23.5% of sales, nearly unchanged from the year-ago period 
(9M 2011: 23.6%).
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Corporate and Other

Corporate and Other comprises Group administration expenses for Group functions such as Finance and 
Accounting, Tax, Procurement, Communications, Investor Relations and Human Resources that are not 
directly managed by the divisions. Corporate costs also include expenses for central, non-allocated IT func-
tions and corporate IT projects related to the expansion and harmonization of IT systems within the Merck 
Group. As a result, Corporate and Other has no sales to report. Gains or losses on currency hedging also are 
reported in Corporate and Other.

Corporate and Other | Key figures

€ million  Q3 2012  Q3 2011 Change
Jan.-Sept. 

2012
Jan.-Sept. 

2011 Change

Total revenues – – – –
Sales – – – –
Operating result (EBIT) –56.9 –33.2 71.5% –343.7 –118.1 191.0%
   Margin (% of sales) n.m. n.m. n.m. n.m.
EBITDA –54.6 –32.1 70.0% –337.6 –114.4 195.2%
   Margin (% of sales) n.m. n.m. n.m. n.m.
EBITDA pre one-time items –62.9 –31.9 97.0% –160.6 –96.9 65.7%
   Margin (% of sales)  n.m. n.m. n.m. n.m.

During the third quarter of 2012, administration expenses of Corporate and Other increased 7.7% to € 31 
million (Q3 2011: € 28 million). Other operating expenses totaled € 22 million (Q3 2011: € 2 million). This 
increase is the net result of losses from cash-flow hedging, a provision of € 48 million related to discontinued 
businesses and a credit of € 59 million related to a reallocation of restructuring costs to divisional income 
statements. Initially, € 158 million of restructuring costs were booked in Q2 2012 in the Corporate and Other 
segment as a proxy related to the Group’s “Fit for 2018” efficiency program and planned to be reallocated to 
the respective divisions as the actual restructuring progressed.

Accordingly, the increase in other operating expenses lowered EBIT and EBITDA to € –57 million 
(Q3 2011: € –33 million) and € –55 million (Q3 2011: € –32 million), respectively. Adjusted for one-time 
charges, EBITDA pre one-time items was € –63 million in the third quarter of 2012 (Q3 2011: € –32 million).

First Nine Months Performance 2012
In the first nine months of 2012, EBITDA pre one-time items for the segment Corporate and Other totaled 
€ –161 million (9M 2011: € –97 million), mainly due to changes in booking of hedging gains and losses as 
explained above.

 �Divisions
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Risk Report

The Merck Group operates globally in a variety of highly innovative business fields, which results in expo-
sure to potential risks as well as opportunities. As of this date, the previously stated risk categories enumer-
ated in the 2011 Annual Report’s Risk Report on pages 84 through 90 remain valid for the Merck Group. The 
company is not aware of any risks that could jeopardize the continued existence of the Merck Group. The 
company has a risk management system in place to identify and mitigate potential risks. Merck continuously 
monitors business risks such as issues regarding liquidity, defaults on payables and receivables, currency 
and interest rates, market pricing, pension obligations, assessment of independent rating agencies, human 
resources and information technology. Regarding legal risks, Merck monitors a host of potential issues such 
as litigation regarding product liability, antitrust law, pharmaceutical law, patent law and environmental pro-
tection among others.

On December 15, 2011, Merck received a Warning Letter from the Food and Drug Administration (FDA) 
related to inspections of production facilities in Tiburtina in Italy, and Aubonne and Vevey in Switzerland. 
These sites contribute to the production of Rebif® and other products for distribution in the United States. 
The letter primarily addressed several processes related to the manufacturing of Rebif®, which the FDA con-
cluded were not in full compliance with good manufacturing practice standards. Merck is working closely 
with the FDA to address its observations. The agency has completed its initial evaluation of the company’s 
responses provided earlier this year. In its reply, the FDA stated that “We agree that your proposed correc-
tive actions, if implemented appropriately, should adequately address the violations at issue.” Since that ini-
tial evaluation, all commitments to the corrective action plan submitted to the FDA have been completed on 
schedule and a final report was provided to the FDA in September, 2012. FDA re-inspections will take place 
in this year’s fourth quarter to confirm the complete implementation of the proposed corrective actions. 
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Report on Expected Developments 

Given the performance in the third quarter of 2012, Merck is updating its forecast for FY 2012. Merck expects 
the markets for pharmaceuticals as well as over-the-counter drugs to grow driven by volumes in Emerging 
Markets. The company expects demand for its liquid crystals products in the fourth quarter to soften sequen-
tially resulting in the Performance Materials division’s EBITDA pre being around last year’s fourth quarter. 
Finally, Merck continues to see solid demand for Life Science products, driven also by continued volume 
growth in biologic-based drugs.

Based on these assumptions, Merck expects the following financial performance of its divisions 
for FY 2012: 

  

Guidance FY 2012

 
Merck Divisions € million EBITDA pre one-time items

Merck Serono ~ 1,750 – 1,800
Consumer Health ~ 60
Performance Materials ~ 700
Merck Millipore ~ 590 – 600
Corporate and Other ~ –200

Merck Group € billion

Total revenues ~ 10.9 – 11.0
EBITDA pre one-time items* 2.90 – 2.95

*Includes € 55 million in savings from the efficiency program.

FX assumptions for Q4 2012:
€/US$ = 1.29
€/CHF = 1.20


