PHARNMA

Annual Outsourcing Survey

ELCOME TO OUR 8th Annual CONTRACT PHARMA

Outsourcing Survey! More than 200 sponsor-side respon-
dents offered up their opinions on outsourcing trends for this
year’s poll.

On the following pages, we've provided a sample of the find-
ings, focusing mainly on the major outsourcing projections of our
respondents, broken out by their business categories. Here’s a
breakdown of the respondents:

Plateau?

Last year, 45% of respondents believed that they will spend the
same or less on outsourcing spending in the coming year;
this year, that rose to 48%. Meanwhile, 49%, told us that they
spent the same or less on outsourcing in the previous year,
down from 51% in our 201 | survey. One-quarter of respondents
said that 2011 saw no change in outsourcing spending from
2010.

23% of respondents tell us they had cancelled outsourcing
projects in the previous year due to the economy; down from
25% in our 201 | survey. Top 20 Pharma respondents had the high-
est “cancellation rate” of any company type, at 29%.

Maybe it’s a change in respondents, or maybe it’s an industry
trend at last, but 55% of Top 20 Pharma respondents said they
use |-5 preferred vendors, up from 32% in last year’s survey.
Top 20 Pharma is still the second lowest group to focus on that
number of preferred providers; Generic Pharma was at 54%.

Thanks to all of you who took the time to respond to this
year’s Outsourcing Survey. The winner of our iPad drawing is
Iiiigo Pfeiffer, Ph.D. of Targacept! Congratulations! —GYR
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How much did your outsourcing spending

change in the past year?

(by company type)
Total

&

Top Pharma Small/Mid-Tier Pharma

P ‘
& 'S

Virtual Pharma

'VA

10%+ less than previous year
6-10% less than previous year
1-5% less than previous year

No change
1-5% more than previous year
6-10% more than previous year

10%+ more than previous year

Emerging Biopharma

p.

&

Top 10 Biopharma

P B

W &
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2012 OUTSOURCING SURVEY

Past Imperfect

Respondents who report that their outsourcing spending
GREW in the previous year: 50%

WHAT DO THEY DO?

Corporate Management............coveereeeiienieeiee e 20.7%
R&D ..o

Purchasing/Sourcing .
Production/Manufacturing/Packaging...........ccccceevieiiieenns 9.8%

WHERE DO THEY WORK?

Business Development
Clinical Research...............
Corporate Management ...........coouveieeeiuienieeieesieesee e 10.9%

Respondents who report that their outsourcing spending
SHRANK in the previous year: 24%

WHAT DO THEY DO?

WHERE DO THEY WORK?

TOP 20 PRarma .......cooiuiiiiiiiiiiieesieeeeee e 25.0% TOP 20 Pharma.........oooueeiiieiieiieeiee e
Small/Mid-Tier Pharma ... L Small/Mid-Tier Pharma

Virtual Pharma........ccooiiiiiiiiiiiecccec e 12.0% Virtual Biopharma..........ccoocueeiiiiiieiiieciiece e 11.4%
Emerging Biopharma ...........cccooeiiiiiiiiiiiiicccece 10.9% Other ..

WHAT TYPES OF OUTSOURCING DO THEY MANAGE?* WHAT TYPES OF OUTSOURCING DO THEY MANAGE?*
Analytical & Testing ServiCes.........ccoccvviviiiieenieeiieeiieenns 55.4% Analytical & Testing ServiCes.........ccoervveiiieaiieiiiciiees 40.9%
Manufacturing: APl ........c.cccceee. . 42.4% CMC ..o ...31.8%

R&D
8%

Purchasing/Sourcing

>

www.contractpharma.com

Corporate Management

Business Development

8%

Formulation Development.... ....39.1% R&D SEIVICES .....eeeiiiiiiiiiiieiiie ittt 29.5%
Clinical Trials (I-1V)..cccccoveenieennen. 35.9% Manufacturing: APL.......cooooiiiiiiie e 25.0%
Manufacturing: Solid Dosage...... ....35.9% Clinical Trials (I-1V) ..couiiiiiiieee e 25.0%
CMC....oiiiieiiieeeeee e .. 34.8% Formulation Development...........ccccovieiiiiiiiicniciieeene 20.5%
R&D SEIVICES ...cuviiiiiiiiiiiieciie et 33.7% Supply Chain Management ...........ccccoeeveiiieaiieiiieeiieees 20.5%

* Respondents can select multiple answers for this category)

Project Manager

7 4 ’ L~

Prod./Mfg/Pkg.

@
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How much do you expect your outsourcing

spending to change in the next year?
(by company type)
Total

<&

Top Pharma Small/Mid-Tier Pharma

a b AP
PP

Virtual Pharma Generic Pharma Top 10 Biopharma

10%-+ less than previous year
6-10% less than previous year
1-5% less than previous year

No change
1-5% more than previous year
6-10% more than previous year

10%+ more than previous year

Emerging Biopharma

2012 OUTSOURCING SURVEY

Future Shock

Respondents who project that their outsourcing spending

will GROW in the next year: 51%
WHAT DO THEY DO?

Purchasing/Sourcing.........
Corporate Management... .
Project Manager.........c.couueeiiieiieiiiesie e

TOP 20 PRarmMa......ccueeeiiiiiieiieieeeeee e 21.5%
Small/Mid-Tier Pharma..... poee
Emerging Biopharma...........ccccoeoveiinieninieieeece e 11.8%
Virtual Pharma........cooooiiiiiiiiie e 11.8%

WHAT TYPES OF OUTSOURCING DO THEY MANAGE?*

Respondents who project that their outsourcing spending
will SHRINK in the next year: 21%

WHAT DO THEY DO?

Corporate Management....
Business Development .....
Clinical Research ..........ccooeeiveiiniiiiiice e

WHERE DO THEY WORK?
Small/Mid-Tier Pharma..........cccocveeeeiieeeiiiee e 23.7%

Top 20 Pharma..................

Emerging Biopharma
Specialty Pharma..........cccoovvieiiniiiiieie e

WHAT TYPES OF OUTSOURCING DO THEY MANAGE?*

Analytical & Testing Services ..........c.cceceiveeieienieieneens 57.0% Analytical & Testing Services.........cccceverieienenieenennens 36.8%
Manufacturing: API............... ....36.6% Manufacturing: APL.........c.cooviiiiiieieeseeeee e 36.8%
Formulation Development.... ....35.5% Formulation Development...........ccoceviveieiieieiieeieneenns 34.2%
Clinical Trials (I-1V).............. .. 34.4% Manufacturing: Solid Dosage...........ccoceveeeeieieeiereene. 34.2%
CMC...coiiiiiieeeeeee ..34.4% CIMOC .t 31.6%
Manufacturing: Fill/Finish ... 33.3% Clinical Trials (I-1V) ..c..ooiiiieeeee e 28.9%
Stability StUIES ........ccoiiiiiiiiee e 32.3% Process Development/Scale-Up ...........cccooveieiieicninnnns 28.9%

* Respondents can select multiple answers for this category)

R&D Corporate Management Project Manager
8%

8%

. 4

Purchasing/Sourcing

5

Business Development

2

ap. A
7 A

Prod./Mfg/Pkg.

%

www.contractpharma.com

&
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What percentage of your company'’s
commercial (final dosage) manufacturing
is done by CMOs?

Total

2.

Top Pharma Small/Mid-Tier Pharma

Emerging Biopharma

PP

3% 30

Less than 10%
10-20%
21-30%
31-40%
41-50%

More than 50%

Virtual Pharma Generic Pharma

\(

6 2012 CONTRACT PHARMA OUTSOURCING SURVEY

Top 10 Biopharma

www.contractpharma.com

www.contractpharma.com
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Halfway Home

Of the respondents who say that their companies outsource at least 50% of their commercial manufacturing . . .

61% report that they expect to increase their outsourcing spending in the next year
59% work at companies that employ a “preferred provider” model
63% said that more than half of their outsourcing dollars go to preferred providers
55% use CMOs for secondary supply for commercial products
40% report that they will probably or definitely outsource a project to an Asia-based providers in the next year
57% describe their outsourcing as strategic (as opposed to tactical)

60% outsource because their company is virtual, while 25% do so to focus on core competencies

R&D Corporate Management Project Manager

1

Purchasing/Sourcing Business Development Prod./Mfg/Pkg.

D3P
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' [ ] [ ]
What percentage of your company's clinical Second by Secondary
man Ufactu rl ng ls done by CMOS? 41% of all respondents said that they use contract service providers as secondary suppliers

for commercial supply.
44% said that they use secondary suppliers for clinical materials.
Total

51% said that they use secondary suppliers for APIs.

25% reported that they don’t use providers for any of those secondary supplies.

What do we know about the 25% of respondents who say they use no secondary suppliers?

0,
Less than 10% WHAT DO THEY DO? WHAT TYPES OF OUTSOURCING DO THEY MANAGE?*

10-20% Corporate Management . Analytical & Testing Services
R&D ..coviiiiiiieieceeee . R&D Services .......ccceoeiirieniiieiieeee
21-30% QA/QC/Validation.............. . QA/QC ..o
Business Development ..........c.coieeiieeiieiieisiesieesee e 8.8% Manufacturing: Solid Dosage
31-40% CREMISHY ..o
o WHERE DO THEY WORK? Clinical Trials (I-IV)
41-50% OthET . . Packaging: Commercial ..........ccceviiiniiiiiiiiecicic e
Top 20 Pharma.........cccccueenee
0
More than 50% Small/Mid-Tier Pharma
Virtual Pharma..........cccooieiiiieieeee e 11.8%
* Respondents can select multiple answers for this category
2%
Top Pharma Small/Mid-Tier Pharma Emerging Biopharma Corporate Management Project Manager
, ‘ ‘
3%
Virtual Pharma Generic Pharma Top 10 Biopharma Purchasing/Sourcing Business Development Prod./Mfg/Pkg.

‘“J
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What percentage of your company's API
manufacturing is outsourced?

Total

Less than 10%
10-20%
21-30%
31-40%
41-50%

More than 50%

Top Pharma Small/Mid-Tier Pharma Emerging Biopharma

204

Virtual Pharma Generic Pharma Top 10 Biopharma

oA

88%

www.contractpharma.com
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11th Annual

CONTRACT

PHAMV[A AND TABLETOP EXHIBITION

September 20th and 21st, 2012 ¢ Hyatt Regency, New Brunswick, NJ

Don’t miss the industry’s leading
Networking Conference & Tabletop Exhibition
for Pharmaceutical and Biopharmaceutical
decision-makers! Register today!

Two-day Conference: Sept. 20-21
Speakers represent FDA, large, specialty and
virtual Pharma and Biopharma, and more!
One-day Tabletop Exhibition: Sept. 20

160 exhibitors include top CMOs, packagers,
distributors, CROs and suppliers!

Sign up today! ¢ www.regonline.com/cp2012
R&D

Purchasing/Sourcing

Corporate Management Project Manager

N

Business Development Prod./Mfg/Pkg.

b

60%

www.contractpharma.com 2012 CONTRACT PHARMA OUTSOURCING SURVEY
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What percentage of your company's

analytical testing is outsourced?
(by company type)
Total

Less than 10%
10-20%
21-30%
31-40%
41-50%

More than 50%

38%

4V

3%

Top Pharma Small/Mid-Tier Pharma

200

Virtual Pharma Generic Pharma Top 10 Biopharma

0P

www.contractpharma.com

Emerging Biopharma

2012 OUTSOURCING SURVEY

Corporate Management Project Manager

Business Development Prod./Mfg/Pkg.

el 1

2012 CoNTRACT PHARMA OUTSOURCING SURVEY |3

R&D
‘ 28%
; 40%

Purchasing/Sourcing

www.contractpharma.com
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What percentage of your company's
Nonclinical Work is outsourced?

Total

B Less than 10%
M 10-20%
W 21-30%
Wl 31-40%
M 41-50%
"] More than 50%
3%
Top Pharma Small/Mid-Tier Pharma Emerging Biopharma R&D Corporate Management Project Manager
28%
m 44% 40% 40%
| A\ ‘ 8% \
Virtual Pharma Generic Pharma Top 10 Biopharma Purchasing/Sourcing Business Development Prod./Mfg/Pkg.

PP PP
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How much did your outsourcing
spending change in the past year?
(by how much COMMERCIAL manufacturing is outsourced)

Less Than 10% 10%-50% more than 50%
2%

18%

A
{

®
X

p

Y

10%-+ less than last year

6-10% less than last year
1-5% less than last year
No change

1-5% more than last year
6-10% more than last year

10%+ more than last year

How much do you expect your outsourcing

spending to change in the next year?
(by how much COMMERCIAL manufacturing is outsourced)

Less Than 10% 10%-50% more than 50%

3%

.

@

s

www.contractpharma.com
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How much did your outsourcing
spending change in the past year?
(by how much CLINICAL manufacturing is outsourced)

Less Than 10% 10%-50% more than 50%

&

10%-+ less than last year

4%

4%

6-10% less than last year
1-5% less than last year
No change

1-5% more than last year
6-10% more than last year

10%+ more than last year

How much do you expect your outsourcing

spending to change in the next year?
(by how much CLINICAL manufacturing is outsourced)

Less Than 10% 10%-50% more than 50%

www.contractpharma.com 2012 CONTRACT PHARMA OUTSOURCING SURVEY |7
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How much did your outsourcing
spending change in the past year?
(by how much APl is outsourced)

Less Than 10% 10%-50% more than 50%

. v,
<

d

10%-+ less than last year

6-10% less than last year
1-5% less than last year
No change

1-5% more than last year
6-10% more than last year

..

10%+ more than last year

How much do you expect your outsourcing

spending to change in the next year?
(by how much APl is outsourced)

Less Than 10% 10%-50% more than 50%

3%

&>

www.contractpharma.com

4%
18% /
1
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How much did your outsourcing spending

change in the past year?
(by how much Nonclinical Work is outsourced)

Less Than 10% 10%—5300/% more than 50%
(]

3%

& %

10%-+ less than last year

6-10% less than last year
1-5% less than last year
No change

1-5% more than last year
6-10% more than last year

10%+ more than last year

How much do you expect your outsourcing

spending to change in the next year?
(by how much Nonclinical Work is outsourced)

Less Than 10% 10%—3509% more than 50%
(]

s 2

2012 CoNTRACT PHARMA OUTSOURCING SURVEY |9
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@

\
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CONTRACT

How much did your outsourcing spending

change in the past year?
(by how much Analytical Testing is outsourced)

THE GLOBAL SOURCE FOR PHARMACEUTICAL AND BIOPHARMACEUTICAL
Less Than 10% 10%-50% more than 50% CONTRACT SERVICES AND OUTSOURCING

ONLINE
WWW.CONTRACTPHARMA.COM
N\ _ IN PRINT e )
~ [ ‘3?} BEAE—— R :
W CONTRACT =

10%-+ less than last year
6-10% less than last year

sob rmtletan, s

1-5% less than last year

No change
1-5% more than last year

6-10% more than last year
10%+ more than last year

How much do you expect your outsourcing

spending to change in the next year?
(by how much Analytical Testing is outsourced)

st Y 1a ot Kl W

Less Than 10% 10%-50% more than 50% S 7

13% | 0% /N WEEKLY E-NEWSLETTER
CPDIRECT

CoNTRACT PHARMA is the premier global news source dedicated to
Pharmaceutical and Biopharmaceutical outsourcing.

With 10 yearly print issues, the CPDirect weekly e-newsletter, and contractpharma.com,
CONTRACT PHARMA covers all the bases with the latest breaking news and editorial features!
For advertising information, please contact
Gary Durr - gdurr@rodpub.com / 201-880-2229 or

20 2012 CoNTRACT PHARMA OUTSOURCING SURVEY www.contractpharma.com Damaris Kope - dkope@rodpub.com / 201-880-2252
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How much did your outsourcing spending

change in the past year?

(by outsourcing decision)
Total

-
@&

Analytical & Testing Services Formulation Development

<

10%+ less than last year
6-10% less than last year
1-5% less than last year

No change
1-5% more than last year
6-10% more than last year

10%+ more than last year

Manufacturing: API

<
¢

£

R&D Services Clinical Trials (Phase I-1V) CM

w

www.contractpharma.com

VS
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Outsourcing Decisions

WHAT TYPES OF OUTSOURCING DECISIONS ARE YOU INVOLVED IN?*

Analytical & Testing Services..........ccccuveereieriesieniieniens 50.2%
Formulation Development ..........

Manufacturing: API ...
R&D Services........ccccceeueenee.

Manufacturing: Solid Dosage
Chemistry.......ccooveieviiiciiieeene

Supply Chain Management ...........ccoceveeeerenieenesieeneenes 23.0%

Methods Development / Validation ...........c..cccccceeiianen. 22.5%
Packaging: Commercial..........ccccereeieainiiininiene e 21.5%
Manufacturing: Clinical Trials Materials..............cc.ccccuee... 20.1%
Packaging: Clinical...........ccooiiiiiinicieiececee e 20.1%

Manufacturing: Solid Dosage

2%

Stability Studies
2%

www.contractpharma.com

1

Manufacturing: Fill/Finish QA/QC

2

2012 CoNTRACT PHARMA OUTSOURCING SURVEY 23

Validation SErviCes .........coouevereeieiieieiieesecese e 19.1%
Manufacturing: Injectable Dosage...........c.ccccceiiiiiiicnnes 18.7%

Labeling ......coouviiii e 18.2%
Manufacturing: Parenterals... e 177%
Drug Delivery Systems .........cccooeiiiieiinicceeieseeee e 17.2%
Manufacturing: High Potency ...........ccccocviiiiiiiiiieiinenne 16.7%
Manufacturing: Oral Liquid DOSage .......c.ccevverueereerienienns 16.7%
Regulatory Filing.........cocoiiiiiiiiiiiiiicee 16.3%
LOGISHCS ..o 15.3%
Preclinical / TOXICOIOGY .......ccovirieiiirieiierieieseeeeeeee 15.3%
Manufacturing: Biologics, Finished Dosage.................... 13.9%
Manufacturing: Biologics, Bulk

Sterility TESNG . ..veeeeiieeieie e
MiICrobiology .........cceiiiiiiiiiiiiic e
SAIES ..
Clinical LOGISHICS ...c.vveuveriieieiiieiesiee e 11.5%
LT e 8.1%

* Respondents can select multiple answers for this category

Chemistry Process Development / Scale-Up

0,

2%

7%

18%

-
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How much do you expect your outsourcing

spending to change in the next year?

(by outsourcing decision)
Total

= P
&

Analytical & Testing Services Formulation Development Manufacturing: API Manufacturing: Solid Dosage Chemistry

N
E g ~

R&D Services Clinical Trials (Phase I-IV) CcMC Stability Studies Manufacturing:Fill/Finish

10%-+ less than last year
6-10% less than last year
1-5% less than last year

No change
1-5% more than last year
6-10% more than last year

10%+ more than last year

2%

A

! 28% |

24 2012 CONTRACT PHARMA OUTSOURCING SURVEY www.contractpharma.com www.contractpharma.com 2012 CONTRACT PHARMA OUTSOURCING SURVEY 25
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How much did your outsourcing
spending change in the past year?

More than $1 million in annual More than $1 million in annual
Bulk Manufacturing spend Commercial Manufacturing spend

3%
8% 2%

/
e

10%+ less than last year

6-10% less than last year
1-5% less than last year
No change

1-5% more than last year
6-10% more than last year

10%+ more than last year

How much do you expect your outsourcing
spending to change in the next year?

More than $1 million in annual More than $1 million in annual
Bulk Manufacturing spend Commercial Manufacturing spend

Ve

\
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How much did your outsourcing
spending change in the past year?

More than $1 million in More than $1 million in annual Clinical
annual R&D spend Trial Materials Manufacturing spend
3% 3%

40% 1 8%

¥

10%-+ less than last year

Lod

6-10% less than last year
1-5% less than last year
No change

1-5% more than last year
6-10% more than last year

10%+ more than last year

How much do you expect your outsourcing
spending to change in the next year?

More than $1 million in More than $1 million in annual Clinical
annual R&D spend Trial Materials Manufacturing spend

3%

www.contractpharma.com
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How much did your outsourcing
spending change in the past year?

More than $1 million in annual More than $1 million in annual
Clinical Trials (not mfg.) spend Commercial Packaging spend

&

10%+ less than last year

6-10% less than last year
1-5% less than last year
No change

1-5% more than last year
6-10% more than last year

10%+ more than last year

How much do you expect your outsourcing
spending to change in the next year?

More than $1 million in annual More than $1 million in annual
Clinical Trials (not mfg.) spend Commercial Packaging spend

»

8%

28 2012 CONTRACT PHARMA OUTSOURCING SURVEY www.contractpharma.com

How much did your outsourcing
spending change in the past year?

More than $1 million in annual More than $1 million in
Analytical & Testing spend annual Preclinical Services spend

r
A

10%-+ less than last year

6-10% less than last year
1-5% less than last year
No change

1-5% more than last year
6-10% more than last year

10%+ more than last year

How much do you expect your outsourcing
spending to change in the next year?

More than $1 million in annual More than $1 million in
Analytical & Testing spend annual Preclinical Services spend

b |~
4

www.contractpharma.com

-
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Why does your company outsource?

Total

Temporary lack of capacity
Company is virtual

Lifecycle management

To focus on core competencies

To reduce company size
Other (please specify)

Top Pharma Small/Mid-Tier Pharma

oo

Top 10 Biopharma

Emerging Biopharma

Virtual Pharma Generic Pharma

‘ -
8%
46%
88%

www.contractpharma.com
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Peace Core

43% of those who responsed to the question, “Why do you outsource?” told us it’s to “focus on core competencies”

WHAT DO THEY DO?

Purchasing/Sourcing ...........cccccoiiiiiiiiiiiiiiccccs 19.7%
R&D ..o

Project Manager

Corporate Management..............ccccociiiiiiciiiiiciecee 10.6%

WHERE DO THEY WORK?

TOp 20 Pharma ........cccoeeiiiiiiiiiiieceeecee e 33.3%
Small/Mid-Tier Pharma ...........cccocveoeereiienneiieeseeiesiens 21.2%
Emerging Biopharma .............ccccoooiiiiiiiiiinicics 13.6%
Generic Pharma .........ccooieiiiiiiiicsieecse e 9.1%

WHAT TYPES OF OUTSOURCING DO THEY MANAGE?*
Analytical & Testing Services............ccccoviiiiiiiiiiiiciens 56.1%
R&D Services

HOW MUCH DID THEIR OUTSOURCING SPENDING
CHANGE FROM THE PREVIOUS YEAR?

10%+ less than previous year............ccccevieviiiiiieiiineeen.
6-10% less than previous year ....
1-5% less than previous year.......
Did NOt ChaNge ......ccviiiiiiiiiiiieeec e
1-5% more than previous year ...........cccceueeeceeeieesieeeene
6-10% more than previous year.............ccccceeeiieiiieennns
10%+ more than previous year ............ccccceeeeeiiiieseeennen.

HOW MUCH DO THEY EXPECT THEIR OUTSOURCING
SPENDING TO CHANGE IN THE NEXT YEAR?

10%+ less than last year ..........cccevevieiirieieicicceee 6.1%
6-10% less than last year
1-5% less than last year.....
Will not change ..o
1-5% more than last year

6-10% more than last year..........ccccocceiiiiiiieiiiiiice 18.2%
10%+ more than last year ..........cccccoeoeniiieiiniecccee, 21.2%
R&D Corporate Management Project Manager

Purchasing/Sourcing

www.contractpharma.com

Business Development

Prod./Mfg/Pkg.

7

64%

-
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How many preferred vendors do you use?

2012 OUTSOURCING SURVEY

Preferences Panel

55% of respondents said that more than half of their outsourcing dollars go to preferred providers.

WHAT DO THEY DO?

Purchasing/Sourcing..........
Total g g

Top 20 Pharma..................
Small/Mid-Tier Pharma

None Emerging Biopharma........ .
Virtual Pharma.........cccooiiiiiiiiiieece e 8.9%
1-5
WHAT TYPES OF OUTSOURCING DO THEY MANAGE?*
6-10 Analytical & Testing Services............ccccivviiiiiiiiiiicins 60.0%
R&D Services .......c.ceverereenne. — 42.2%
11-15 Stability Studies................ et 33.3%
16+ Formulation Development. et 32.2%

Chemistry .........ccoeeiicenns R —— 31.1%
CMC ..o RSS——— 31.1%
Manufacturing: APl.........cccooiiiiiiii 31.1%

* Respondents can select multiple answers for this category

Small/Mid-Tier Pharma

Top Pharma Emerging Biopharma

8%

Y

Virtual Pharma

32 2012 CoNTRACT PHARMA OUTSOURCING SURVEY

Generic Pharma Purchasing/Sourcing

N

www.contractpharma.com

Top 10 Biopharma

www.contractpharma.com

Corporate Management

00

Business Development
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HOW MUCH DID THEIR OUTSOURCING SPENDING
CHANGE FROM THE PREVIOUS YEAR?

10%+ less than previous year...........ccccoeeeriiiiiniccnnne. 13.3%
6-10% less than previous year ...........ccccceceeieeeiiieiieeeeene 5.6%
1-5% less than previous year ...........cccccceiiiiiiciiieiiiecnene 1.1%

Did NOt Change ......ccveiiiiiiiieiieeieee e
1-5% more than previous year......
6-10% more than previous year...
10%+ more than previous year.............ccccceveieciieiecnnns

HOW MUCH DO THEY EXPECT THEIR OUTSOURCING
SPENDING TO CHANGE IN THE NEXT YEAR?

10%+ less than last year.........ccocceeeeiiieeiinicccccece e 7.8%
6-10% less than 1ast year .........ccceecveiieiiieiiie e 3.3%
1-5% less than last year .........cccooveviiiiiieniiiiiccec e 1.1%
Will not change...........cccooiiiiiiiiiini e 31.1%
1-5% more than last year............cccoeeiiiiiiiiiiiic e, 13.3%
5-10% more than last year ...........cccccciiiiiiiiiiiiiice 17.8%
10%+ more than last year...........ccccooeveiiieiciiciciee 25.6%

Project Manager

Prod./Mfg/Pkg.
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[ ] [ ]
What portion of your outsourcing dollars Why Not Outsource?
goes to prefe rred vendors? One-quarter of respondents said that they’d cancelled outsourcing projects in past year,
due to the economic climate. We asked them to describe the projects they delayed.
e CMC, GLP preclinical studies * Internally funded projects at early stages * Secondary supply (back-up
Total e Sterile dosage form without partners manufacturers) and late-stage clinical
e Clinical study * Commercial development of a new API manufacturing (delayed Phase Ill start)
¢ Analytical study e Clinical trials ¢ R&D study
e Second sourcing e Clinical studies ¢ Most R&D-related budgets were slashed
¢ Development projects e Unit dose e Less critical trials
e API supplies reduced * API process development and e Scale up
B Less than 10% « Preclinical toxicology production
B 10-20%
WHAT DO THEY DO? WHAT TYPES OF OUTSOURCING DO THEY MANAGE?*
| 21-30% R&D ..o
Corporate Management
- 31-40% Purchasing/Sourcing ...........cccccciiiiiiiiiiiiiiis !
QA/QC/Validation..........ccveiiiiieiieieieeieeeee e 11.8% Stability StUIES ........eooiiiiiii e 44.1%
-5009
- 41-50% Manufacturing: API.... 41.2%
0 WHERE DO THEY WORK? Chemistry........ccoeiereienincniicens 38.2%
. More than 50% Top 20 Pharma .........ccccceiiiiiii i d Process Development/Scale-up...... 38.2%
Small/Mid-Tier Pharma QA/QC ... 38.2%
Other.....ccooiieiiiiiiiiies
Emerging Biopharma...........c.cocceiiiiiiiiiiiiiiccciecs 11.8%
* Respondents can select multiple answers for this category
Top Pharma Small/Mid-Tier Pharma Emerging Biopharma R&D Corporate Management Project Manager
/ \
V 8%
69% 69%
Virtual Pharma Generic Pharma Top 10 Biopharma Purchasing/Sourcing Business Development Prod./Mfg/Pkg.

w 46%

. ‘h
18%
80%

P

8%
8%
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How likely are you to outsource a project to
Asia (incl.India and China) in the next year?

Total

Definitely will not
Probably will not
May or may not
Probably will

Definitely will

Top Pharma Small/Mid-Tier Pharma

P

Emerging Biopharma

Top 10 Biopharma

18%

Generic Pharma

18%
8%

8%

Virtual Pharma

>

www.contractpharma.com
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What sort of project would you be
comfortable with outsourcing to Asia?

Reponses once again spanned the range from “Everything!” to “Nothing!; with “Not sure” tossed in a few times.
Here are some of the more specific answers (as usual, ‘API” came up a lot):

API manufacturing, raw material

API (from India)

development of generics

clinical data management, research
Low complexity

Blind Testing

Medicinal chemistry

Preclinicals, IT, R&D

Clinical studies

Bioequivalence study, CMO

IT hosting, application development

It's not the type of project, it's the quality
of the CDMO

Manufacturing biologics, preclinical and
clinical studies

Phase I clinical

Starting material

Back-up API supplier

Early development work

Synthesis

Will not outsource a new project, but will
continue to outsource a current API proj-
ect to Asia

Synthetic intermediate manufacture

R&D

&

Purchasing/Sourcing

%

www.contractpharma.com

Non-IP sensitive, Non-critical raw mate-
rials, intermediates (not RSM or critical /
key raw materials)

Clinical outsourcing, SCM

Raw materials

Phase IlI study

Generic and OTC

Nonclinical pharmacokinetics, drug
metabolism, and toxicology

Basic chemcials and API

Tasks that have high labor cost with
relatively low regulatory risk

Exploratory

Phase | study

Stability testing, method development
and validation, clinical trials

Tablet development

Preclinical only, limited to non-GLP
R&D late-phase project.

Early-phase API supply could be out-
sourced to Asia but only to a partner we
have an in-depth knowledge of and per-
sonal relationship with the upper man-
agement

Corporate Management

Business Development

2012 CoNTRACT PHARMA OUTSOURCING SURVEY 37

Critical Reagents

Most discovery work, misc lab services
CMC development, clinical development
Scale up of non-GMP Intermediates
R&D and PD work

Blind preclinical testing

As long as it is a known supplier (for
example, a European supplier with their
own self-managed Chinese facility), we
are extremely comfortable to work with
them. We would never send a new proj-
ect to an unknown vetted Asian supplier.
R&D, manufacturing (non-API)
Preclinical non-GXP

Clinical Research

Steps prior to cGMP

Only raw material, no fill/finish

Generic drug development and commer-
cial manufacturing

Not the project, but comfortable out-
sourcing to reliable provider that has
passed an FDA inspection.

APl and CTM development/manufacture
for Phase /Il

Project Manager

Prod./Mfg/Pkg.

18%
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Would you be more inclined to work with a western-
based contract service provider if that provider had a
subsidiary or a partner company in China?

Total

B Moreinclined
B Less inclined
B Would not affect decision

Top Pharma Small/Mid-Tier Pharma Emerging Biopharma
38%
48% 44% . ‘
l I
Virtual Pharma Generic Pharma Top 10 Biopharma

46% ‘
18%
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R&D Corporate Management Project Manager

Business Development Prod./Mfg/Pkg.

Ll

Purchasing/Sourcing

8%
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Have you canceled projects

Have you canceled projects

(due to the current economic climate) (due to the current economic climate)
that you would have outsourced? that you would have outsourced?
Tota] R | l No
otal wrrn B Yes Analytical & Testing Services
0 B ves
Top Pharma ;?o;: B No
Formulation Development
- 22%
Small/Mid-Tier Pharma =y
o 22% Manufacturing: API
Emerging Biopharma o
Virtual Pharma [ R&D Services
88%
. 10%
Generic Pharma S0 Clinical Trials (Phase I-IV)
Top 10 Biopharma 20:/°
80% : : : cmc
0% 25% 50% 75% 100%
Manufacturing:
Solid Dosage
23% | - No
Total (= B ves Chemistry
19%
R&D 81% Process Development /
21% Scale-Up
Corporate Management =y
1% Stability Studies
Project Manager [
79%
Purchasing/Sourcing ;:Zo Manufacturing:Fill/Finish
Business Development ;z:f QA/QC
18%
Prod/Mfg/Pkg. ey 0.0 0.2 04 06 08 10
0% 25% 50% 75% 100%
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Would you describe your outsourcing SHOWTIME!
° ° 2 What conferences have our respondents attended in the past thee years?
as TaCtIcaI or Strateg Ic o OVERALL RESPONDENTS MORE THAN HALF OF CLINICAL MANUFACTURING

IS OUTSOURCED

AAPS ..o
=Y ] 1= T Contract Pharma Contracting & Outsourcing ............... 34.9%
Total Contract Pharma Contracting & Outsourcing Interphex ......................................................................... 32.6%
CPRICSE oo AAPS .o 27.9%
=] [0 Y =] 10 NP 27.9%
(a1 {o T 441 S 25.6%
RESPONDENTS PREDICTING 10+% GROWTH
IN OUTSOURCING SPENDING IN THIS YEAR MORE THAN HALF OF API MANUFACTURING
W Tactical PNz = S 42.9% IS/OUTSOURCED
n Strategic WP B conecosonsconccosonssoncsesonssonecssssonscooscowonsaonscoeson 42.9% LY o111 SO 33.3%
Contract Pharma Contracting & Outsourcing ............... 38.1% Contract Pharma Contracting & Outsourcing............... 31.4%
BlO .o 28.6% CPhI/ICSE ... 29.4%
{01 {0) 3 1T N 23.8% AAPS ... 25.5%
0,
MORE THAN HALF OF COMMERCIAL MANUFACTURING 101 (0] 1 0T SRS 21.6%
IS OUTSOURCED MORE THAN HALF OF ANALYTICAL TESTING
Contract Pharma Contracting & Outsourcing ............... 34.2% Eelrellzis e
CPhI/ICSE AAPS ..ot
AAPS .... Interphex .
BIO......... : CPAIICSE oo eeeee s eesee s eeneeeee 28.6%
INEEIPNEX ... Contract Pharma Contracting & Outsourcing................ 21.4%
PDA ettt 14.3%
Top Pharma Small/Mid-Tier Pharma Emerging Biopharma Corporate Management Project Manager
44%
480/0 460/0 480/0
Virtual Pharma Generic Pharma Top 10 Biopharma Purchasing/Sourcing Business Development Prod./Mfg/Pkg.

SCO 46O
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How important are the following
factors in your selection of a
Contract Service Provider (CSP)?

Confidentiality

Consistency of Performance
Cost

Financial Stability
Geography/Proximity

GMP

Innovation

One-Stop Setup

Process Optimization
Quality

Rapid Availability
References

Regulatory Inspection History
Relationships

Size of CSP

Specific Technology
Timeliness

Value-Added Services

44 2012 CoNTRACT PHARMA OUTSOURCING SURVEY

(all respondents)

o
—_
N
w
N
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Factors involved in making
outsourcing decisions

Confidentality |

Consistency of Performance
Cost

Financial Stability
Geography/Proximity

GMP

Innovation

One-Stop Setup

Process Optimization
Quality

Rapid Availability
References

Regulatory Inspection History
Relationships

Size of CSP

Specific Technology
Timeliness

Value-Added Services

Emerging Biopharma

Confidentiality

Consistency of Performance
Cost

Financial Stability
Geography/Proximity

GMP

Innovation

One-Stop Setup

Process Optimization
Quality

Rapid Availability
References

Regulatory Inspection History
Relationships

Size of CSP

Specific Technology
Timeliness

Value-Added Services

Top Pharma

0 1

2

www.contractpharma.com

Small/Mid-Tier Pharma

Confidentiality

Consistency of Performance
Cost

Financial Stability
Geography/Proximity

GMP

Innovation

One-Stop Setup

Process Optimization
Quality

Rapid Availability
References

Regulatory Inspection History
Relationships

Size of CSP

Specific Technology
Timeliness

Value-Added Services

Virtual Pharma

Confidentiality

Consistency of Performance
Cost

Financial Stability
Geography/Proximity

GMP

Innovation

One-Stop Setup

Process Optimization
Quality

Rapid Availability
References

Regulatory Inspection History
Relationships

Size of CSP

Specific Technology
Timeliness

Value-Added Services
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Factors involved in making
outsourcing decisions

Generic Pharma

Confidentiality

Consistency of Performance
Cost

Financial Stability
Geography/Proximity

GMP

Innovation

One-Stop Setup

Process Optimization
Quality

Rapid Availability
References

Regulatory Inspection History
Relationships

Size of CSP

Specific Technology
Timeliness

Value-Added Services

o
[N)
w
o+

R&D

Confidentiality

Consistency of Performance
Cost

Financial Stability
Geography/Proximity

GMP

Innovation

One-Stop Setup

Process Optimization
Quality

Rapid Availability
References

Regulatory Inspection History
Relationships

Size of CSP

Specific Technology
Timeliness

Value-Added Services

w L

=]
N
w
4+
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w L

Top 10 Biopharma

Confidentiality

Consistency of Performance
Cost

Financial Stability
Geography/Proximity

GMP

Innovation

One-Stop Setup

Process Optimization
Quality

Rapid Availability
References

Regulatory Inspection History
Relationships

Size of CSP

Specific Technology
Timeliness

Value-Added Services

Corporate Management

Confidentiality | ——
Consistency of Performance _
st |
Financial Stability _
Geography/Proximity _
o |
Innovation - (I
onesstopsew |
Process Optimization [
quliy |
Ropid Avalabity |
Refererces |
Regulatory Inspection History |
-
Seeofcs (I
SpecifcTechnolooy [
Timeiness I

ey
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Factors involved in making
outsourcing decisions

Confidentiality

Consistency of Performance
Cost

Financial Stability
Geography/Proximity

GMP

Innovation

One-Stop Setup

Process Optimization
Quality

Rapid Availability
References

Regulatory Inspection History
Relationships

Size of CSP

Specific Technology
Timeliness

Value-Added Services

Business Development

Confidentiality

Consistency of Performance
Cost

Financial Stability
Geography/Proximity

GMP

Innovation

One-Stop Setup

Process Optimization
Quality

Rapid Availability
References

Regulatory Inspection History
Relationships

Size of CSP

Specific Technology
Timeliness

Value-Added Services

Project Manager

www.contractpharma.com

Purchasing/Sourcing

Confidentiality

Consistency of Performance
Cost

Financial Stability
Geography/Proximity

GMP

Innovation

One-Stop Setup

Process Optimization
Quality

Rapid Availability
References

Regulatory Inspection History
Relationships

Size of CSP

Specific Technology
Timeliness

Value-Added Services

Prod./Mfg/Pkg.

Confidentiality

Consistency of Performance
Cost

Financial Stability
Geography/Proximity

GMP

Innovation

One-Stop Setup

Process Optimization
Quality

Rapid Availability
References

Regulatory Inspection History
Relationships

Size of CSP

Specific Technology
Timeliness

Value-Added Services
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What is your biggest complaint about
Contract Service Providers you’ve worked with in the past?

Here’s an edited selection of what our respondents had to say.
“Timeliness”remained the top complaint, with “Quality” and “Communication”at show and place.

Getting them to call me back.

Quality of resources

Timeliness

Slow final reports

Poor communication at times from CMOs

Scheduling

Quality of work

Poor responsiveness when issues arise

Not delivering what they promise

Quality of services and costs

Bad performance

Turnaround time

The quality of their work is not always where we need it
to be

Nickel & dime-ing

Completeness of investigations

Taking responsibility when something happens that is
clearly within their control. When you lose an API or
components due to something you did, you should
replace that API and not make it a fight to recoup

the cost.

Too high a turvover rate of employees within CROs
Not informing the client immediately when there is a
problem; we generally lose several weeks timing because
of this.

Timeliness of communication particularly when data or
information is not positive

High price

No complaints! | have a pretty good relationship with my
CSP. They are pretty responsive to my inquiries.
Communication

Unreliability

Over-committing and under-delivering

Lack of ability to execute consistently

Unable to meet timelines they have put in place. Turnover
of CSP personnel on project team.

Lack of consistency re attention to detail

Over-selling their service, resulting in change orders
Not meeting target timeline

Not reading submitted study designs before preparing
time and cost proposals.

Insufficient human resources to meet our needs in a
timely manner.

Inconsistent service

2012 CoNTRACT PHARMA OUTSOURCING SURVEY

Adherence to scheduling commitments

Reneging on quotes or commitments

Not delivering what was contracted and lack of under-
standing of drug early development

Losing focus and drop off of delivery/quality after the
honeymoon is over. Not working hard enough to keep me
as a customer. Taking me for granted.

Change in personnel

Cannot meet timelines

Many times, the difference in the SOPs and practices
creates issues.

Failure to take ownership of clinical data quality and to
clean proactively, per documented sponsor expectations
Most of our outsourcing is in the training area and a lack
of quality by [certain big-named training groups and
associations] has led us to choose another provider as
our sole source of external training, which helps us con-
trol the quailty

Not being able to lead a project.

Overselling of capabilities and/or capacity

Contract mods increasing price

Inflexibility; nickle-and-dimed to death; not being
forthright on capabilities and what they have actually
done in the past.

Lack of technical expertise that caused problems at

the 12th hour for the use of the material in the clinic,
and the lack of engagement on their part to fix the
problems.

Stability of products

An honest presentation of their capabilities.

Cost expectations too high, slow to start projects, hard to
keep projects moving along

Reporting deviations

Little focus / investment on Continuous Improvement /
Innovation

Completely reactive, rather than proactive

We no longer work with CMOs that over-promise and
under-deliver. We prefer to work with CMOs that provide
us value. There are numerous smaller CMOs that have
significant value with the types of molecules they handle
and the experience they bring giving us a huge advan-
tage in the drug development race vs. our competitors.
Also, we dislike traders or companies that tend to repre-
sent a variety of vendors but act as a sourcing agent.
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