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This document lists observations made by the FDA representative(s) during the inspection of your facility. They are inspectional 
observations, and do not represent a final Agency determination regarding your compliance. If you have an objection regarding an 
observation, or have implemen1ed, or plan to implement, corrective action in response to an observation, you may discuss the oQjection or 
action with the FDA representative(s) during the inspection or submit this information to FDA at the address above. If you have any 
que~tions, please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM I OBSERVED: 

OBSERVATION 1 

Not all adverse drug experiences that are both serious and unexpected have been reported to FDA within 15 calendar days of 
initial receipt of the information. 

Specifically, 
On 4/21120 II, your finn was made aware of seventy four (74) confirmed death reports for drug product 
Xyrem retained by your specialty pharmacy during the time period ofNovember 2002-April2011 that 
were not expeditiously reported within 15 calendar days to the agency. These seventy four (74) 
conf'mned death reports were previously undetected through the monitoring of your specialty phannacy. 

A representative sample of these seventy four (74) conf'mned death reports exceeding the 15-day 
reporting time-frame and that are more than 2000 days late are summarized as follows: 

(b) (4)



15-Day Report 
Submission Date 

(b) (4)

EMPLOYEE($) SIGNATURE DATE ISSUED 
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OBSERVATION 2 

Written procedures have not been developed for the surveillance, receipt, evaluation, and reporting to FDA of post marketing 
adverse drug experiences. 

Specifically, 
On 4/28/2011, your firm did not have approved procedures in place according to the conventions 
described in Jazz Pharm.aceuticals Doc No. 0001, entitled, "Development and Maintenance of Standard 
Operating Procedures" for the following drug safety and pharmacovigilance activities: 

A) Procedures regarding verification and monitoring of your 3rd party contract research 
organizations (CROs) and specialty pharmacy for processing and receipt of adverse event data
on your behalf. Regarding this, on 4/2112011 your frrm was made aware of seventy four (74) 
confrrmed death reports received and held by your specialty pharmacy without your firm's 
knowledge and undetected that were not expeditiously submitted or reported to the agency. 

B) Determination of whether a reported event is considered serious. 
C) Determination of whether a reported event is considered expected (labeled) or unexpected 

(unlabeled). 
D) Instructions on how information is extracted and entered from source reports/documents for 

inclusion in your electronic drug safety database. 
E) Instructions on how to document, capture and report follow-up information received from all 
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sources. Including the four ( 4) basic data elements needed to submit a report (identifiable patient, 
identifiable reporter, suspect drug, and adverse drug experience). 

F) Procedure describing the preparation of periodic safety reports. 
G) Procedure for requiring and documenting job related employee training for drug safety and 

pharmacovigilance activities. 

OBSERVATION 3 

Individual ADEs which were not reported to FDA in a post marketing 15-day alert have not been included in a periodic 
safety report. 

Specifically, 
A) The following three (3) Luvox non-expedited Adverse Drug Experiences (ADEs) have not been 

reported to the agency in a periodic safety report submission: 

. MCN# Date 
Jl )1 

I to Jazz 
12/11 

Jl ~12 

Jl 0/0/LUUO 

B) The following two (2) Xyrem non-expedited Adverse Drug Experiences (ADEs) have not been 
reported to the agency in a periodic safety report submission: 

X\(reJ1l.Nbrt-'Eicpeditlld·.AOE~~~!fei~~~~~~.~~q~%i'' 
MCN# Date Reported to Jazz 

-· 
JPI-P-009062 
JPI-P-008319 

2/6/2009 
3/812009 
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The observations of objectionable conditions and practices listed J 

on the front of this form are reported: 

1. Pursuant to Section 704(b) of the Federal Food, Drug and 
Cosmetic Act, or 

2. To assist firms inspected in complying with the Acts and 
re ulations enforced tJy_ the Food and Dru Administration 

-- Section 704(b) of the Federal Food, Drug, and Cosmetic Act (21 
, 1 USC 374(b)) provides: 

"Upon completion of any such inspection of a factory, 
warehouse, consulting laboratory, or other establishment, and 
prior to leaving the prem1ses, the officer or employee making the 
inspection shall give to the owner, operator, or agent in charge a 
report in writing setting forth any conditions or practices 
observed by him which, in his judgement, indicate that any food, 
drug, device, or cosmetic in such establishment (1) consists in 
whole or in part of any filthy, putrid, or decomposed substance, 
or (2) has been prepared, packed, or held under insanitary 
conditions whereby it may have become contaminated with filth, 
or whereby it may have been rendered injurious to health. A 
cop of such report shall be sent promptly to the Secretar ." 




