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Overall, the lack of manufacturing capacity is the resounding motivator for outsourcing

as opposed to the lack of experience. Only two drug substance/drug product categories
captured more than half of respondents citing a lack of experience—Advanced Intermediates
and Specialty dosage forms. Only one drug category—Mature products—garnered one-third
of respondents (33%) having both adequate experience and adequate capacity.

“Below are four different reasons manufacturing may be split between in-house and external resources. For
each type of drug substance / drug product, select the reason that best fits your company’s capacity for and
experience with manufacturing these components and products.”

B Adequate Experience and Adequate Capacity

B Adequate Experience but Lack Capacity
Lack Experience but Adequate Capacity

B Lack Experience and Lack Capacity

Advanced Intermediates 40% 60%

Specialty dosage form drug products (inhalers,

0, V)
transdermal patches, implants, etc.) L2k 2305

47%

Small molecule drug substance (API) £ 52% 31%

"Blockbuster" drug products BSEL 52% 9%

Sterile injectable drug products B0}/ 52%

Orphan drugs 17% 38%
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Semi-solid and liquid drug products 63% 25%

Oral solid dose drug products
Generic drug products
Large molecule drug substance (Biologic API) 18% 51%
Mature products (near the end of patent) REF/S 44% 6%
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