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East Syracuse, NY, US
The Syracuse site has 35,0001 Drug Substance manufacturing,
storage, and quality control capabilities. The facility is fully GMP
operational with clinical and commercial capabilities.
As of today, the facility received multiple product approvals from

more than 60 different global regulatory bodies including FDA,

EMA, PMDA, and MFDS

INSPIRED BY SCIENCE...EMBRACING DIVERSITY...FOSTERING
TALENT...CONNECTING LIVES
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& NEAR = finds one term next to another term, 8 words apart by default or (x) words away as in
NEAR(x) contained in fa) PDF Guidance or (b) 21 CFR

e.g. ‘Quality” NEAR ‘zupplier’ — zame az ( ‘Quality’ NEAR ‘zupplier’) -
findz PDF Guidances or 21 CFRs where ‘quality’ iz next to ‘supplier’ 8 words apart

& AND 3 finds ALL terms BOTH contained in  (a) PDF Guidance or (b) 21 CFRs clause

e.g. ‘Quality” AND ‘supplier’, {*Quality’ ‘supplier’)
findz PDF Guidances or 21 CFRs where “gualitv’ AND ‘zupolier’ are both found

AN 1 ol @D O e

B paaRne IR tennnlior, same as {Qmakan SR Caanlar

findz PDF Guidance or 21 CFRz clauses where ‘guality’ or ‘zupplier iz found v

e.g. "Unality” NOT ‘supplier’, same as (Juality” NO'T “supplier’)
finds PDF Guidance or 21 CFRs clauses where none of the terms specified are found

Wildcard **' = finds words that contain any character after leading characters speficified contained
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Q_ Postmarket* NEAR device* safety NEAR report* X

SmartSearch Filters

FDA Regulation (21 CFR/Guidance) &

Select value v

FDA Agency (CBER/CDRH/CDER)

Select value v

FDA Search Results Shown Below

51 results for 'Postmarket* NEAR device* safety NEAR

, Click to Sort SmartSearch Results ~ | T
report*

Postmarket Surveillance Under
Section 522 of the Federal Food,
Drug, and Cosmetic Act

Q media-81015-Postmarket-Surveillance-Under-Section-522-Guidance ot

Guidance for Industry and Food
and Drug Administration Staff

@ Balancing-PreOostmrkt-Data Collection for PMAs

Balancing Premarket and Postmarket
Data Collection for Devices Subject to
Premarket Approval
Guidance for Industry and Food and
Drug Administration Staff

Balancing Premarket and Postmarket
Data Collection for Devices Subject to
Premarket Approval
Guidance for Industry and Food and
Drug Administration Staff

Q Balancing Premarket and Postmarket Data
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@ Conduct-of-Clincial-Trial-During-COVID 19-QA Updated 08.30.21

@ Postmarket-Management-of-Cybersecurity-in-Medical-Devices---
Guidance-for-Industry-and-Food-and-Drug-Administration-Staff

@ Postmarketing_Safety Reporting_for Combination Products

@ Conduct-of-Clincial-Trial-During-COVID 19-QA Updated 08.30.21

@ Medical Device Classification Product Codes

@ New-Contrast-Imaging-Indication-Considerations-for-Devices-and-
Approved-Drug-and-Biological-Products

@ Safer-Technologies-Program-Guidance
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Conduct of Clinical Trials of
Medical Products During the
COVID-19 Public Health
Emergency

Guidance for Industry,
Investigators, and Institutional
Review Boards

[ —

Postmarket Management of
Cybersecurity in Medical Devices

‘Guidance for Industry and Food and
Drug Administration Staff

Postmarketing Safety Reporting for
Combination Products
Guidance for Industry and FDA Staff
FINAL GUIDANCE

rm—

Conduct of Clinical Trials of
Medical Products During the
COVID-19 Public Health
Emergency

Guidance for Industry,
Investigators, and Institutional
Review Boards

oS oo,

Medical Device Classification Product
odes

‘Guidance for Indus

v and
tion Staff

Food and Drug Adminis

Guidance for Industry:
New Contrast Imaging
Indication Considerations for
Devices and Approved Drug
and Biological Products
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Safer Technologies Program for
Medical Devices

Guidance for Industry and

Food and Drug Admini

U.S. FOOD & DRUG
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@ Questions-and-Answers-about-eMDR---Electronic-Medical-Device-
Reporting---Guidance-for-Industry--User-Facilities-and-FDA-Staff-
(PDF)

@ Procedures-PAS-Guidance-Draft

@ General-Considerations-for-Animal-Studies-for-Medical-Devices---
Draft-Guidance-for-Industry-and-Food-and-Drug-Administration-
Staff

@ Voluntary Malfunction Summary Reporting

@ Clinical Decision Support Software
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Questions and Answers ahout
MDR - Electronic Medical
Device Reporting

Guidance for Industry, User
Facilities and FDA Staff

Post-Approval Studies Imposed by
Premarket Approval Application
Order
Draft Guidance for Industry and Food
and Drug Administration Staff

. General Considerations for Animal

Studies for Medical Devices
Draft Guidance for
Industry and Food and Drug
Administration Staff

Voluntary Malfunction Summary
Reporting (VMSR) Program
for Manufacturers

-
Clinical Decision Support Software

Draft Guidance for Industry and
Food and Drug Administration Staff
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