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This document lists observations made by the FDA representativc(s) during the inspection ofyour 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 implemented, or plan to implement, corrective action in response to an observation, you may discuss the objection or 
action with the FDA representativc(s) during the inspection or submit this information to FDA at the address above. Ifyou have any 
questions, please contact FDA at the phone number and address above. 

DURING AN INSPECTION OF YOUR FIRM I OBSERVED: 

OBSERVATION 1 

Procedures designed to prevent microbiological contamination ofdrug products purporting to be sterile are not established, 
written, and followed. 

Specifically, the media fills used to qualify operators to perfonn sterile production do not include: 
A. Growth promotion tests on the media used in media fills. 
B. Environmental monitoring during fingertip sampling and media fills. 

-

This is a tepeat observation and was listed as Observation I on the FDA 483 dated 03/07/2014 and Observation 2 on the FDA 
483 dated 07/26/2013. 

OBSERVATION 2 

Aseptic processing areas are deficient regarding air supply that is filtered through high-efficiency particulate air filters under 
positive pressure. 

Specifically, the most recent qualification ofthe ISO 7 cleanroom and the ISO 5 laminar air flow hoods completed on 
12/13/ 13 by a contractor does not include: 
A. Performance under dynamic conditions. 
B. Documentation of air flow studies (smoke studies) under the Laminar Air Flow Workstation where sterile products are 
processed. 
C. Documentation to show that quality reviewed the qualificat ion. 

This is a repeat observation and was listed as Observation 2 on the FDA 483 dated 03/07/2014 and Observation 7 on the FDA 
483 dated 07/2612013. 

OBSERVATION 3 

Aseptic processing areas are deficient regarding the system for monitoring environmental conditions. 

Specifically, 
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A. Surface and air monitoring ofthe ISO 5 Laminar Air Flow Workstation used in the production ofsterile drugs is only 
conducted on a - basis and sterile drug products are prepared in these hOO<Jtll. 
B. Personnel monitoring, including fingertip sampling, of involved in daily sterile operations of processing sterile 
drug products in the ISO 5 LAFW is only conducted on a 
C. Growth promotion testing is not perfonned for the media used for your fum's environmental monitoring 
program to ensure that it promotes growth ofgram ""'".""• gram negative bacteria, yeast and molds. 

This is a repeat otiservation and was listed as Observation 3 on the FDA 483 dated 03/07/2014 and Observation 5 on the FDA 
483 dated 07/26/2013. 

OBSERVATION 4 

Aseptic processing areas are deficient regarding the system for cleaning and disinfecting the room and equipment to produce 
aseptic conditions. 

Specifically, the suitability, efficacy, and limitations of disinfecting agents have not been assessed to ensure contaminants are 
adequately removed from surfaces in the ISO classified areas. 

This is a repeat observation and was listed as Observation 4 on the FDA 483 dated 03 /07/2014 and Observation 6 on the FDA 
483 dated 07/26/2013. 

OBSERVATION 5 

Each batch ofdrug product required to be free ofobjectionable microorganisms is not tested through appropriate laboratory 
testing. 

Specifically, the documentation you provided does not establish that a method validation was perfonned for the 
• instrument, that you use for sterility testing for all ofthe sterile products produced at your 
firm, including but not limited to, Sennorelin Acetate products. Additionally, you have no documentation defining the 
results (events vs. microbe), the process for evaluating events, or documentation showing the evaluation of events when they 
do occur. 

Firm management stated that you have conducted a side by side analysis with a contract lab as a part ofthe validation 
process; however this is limited to the comparison ofone set ofresults for numerous different products. Additionally, you 
have not verified the reliability ofthe analytical results ofthe contract laboratory. 

This is a repeat observation and was listed as Observation 5 on the FDA 483 dated 03/ 07/2014 and Observation 10 on the 
FDA 483 dated 07/26/2013. 
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OBSERVATION 6 

There are no written procedures for production and process controls designed to assure that the drug products have the 
identity, strength, quality, and purity they purport or are represented to possess. 

Specifically, you have no written procedures or scientific data to ensure that the lyophilization cycle is appropriate for the 
Sennorelin Acetate finished products youc finn produces. 

A. Firm personnel explained the producthiiiiiiiliforelin Acetate/GHRP (2)-Lyoptlilized 9MG/3MG and stated 
that the lot is placed in the lyophilizer for • · and after a visual inspection, ifthe powder does not appear to be 
dry, the lot remains in the lyophilizer longer. 
B. The Director ofQuality Assurance stated that the lyophilizer is programmed to reach the desired temperature and pressure 
and that no validation has been conducted regarding the process for the Sennorelin Acetate finished products. 

OBSERVATION 7 

There is no written testing program designed to assess the stability characteristics of drug products. 

Specifically, your firm lacks written procedures for a stability program and reliable scientific data to i&ir 180 day 
beyond-use date assigned to the Sermorelin Acetate finished products. The only data provided was a · study for one 
Sermorelin Acetate product, although you produce numerous different formulas. Firm personnel stated that you rely on 
scientific literature to establish beyond-use dates without actually conducting any studies. 

Furthermore, 14 ofthe 17 Logged Fonnula Worksheets for Sermorelin Acetate reviewed contained two beyond-use dates 
which were conflicting. For example: 07/31/2014 and 07/28!20 14 were both listed as the beyond-use date on your Logged 
Formula Worksheet for Sermorelin Acetate!GHRP (2) Lyophilzed 9mg/3mg Vial, Lot #0 1282014@48. Additionally, the 
label for the bottle ofSemorelin Acetate 9mg, Lot #01282014-48 was assigned a Use By date of07/2014. 

For example: Sermorelin Acetate/GHRP (2) & (6) Lyophilized 9mg/3.15mg13.15mg Vial, Lot 051220 14@58, prepared on 
05/1212014, was assigned a 180 day beyond-use date of 11/08/2014 . 

This is a repeat observation and was listed as Observation 6 on the FDA 483 dated 03/07/2014 and Observation 8 on the FDA 
483 dated 07/26/ 13. 

OBSERVATION 8 

The written stability program does not include testing of drug products for reconstitution after they are reconstituted. 

Specifically, your fll11llacks written procedures for a stability program and reliable scientific data to support the 180 day 
beyond-use date assigned to the Sermorelin Ace~e finished products, once the product is reconstituted. Firm personnel 
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stated that you rely on scientific literature to establish beyond-use dates without actually conducting any studies. 

Additionally, your finn does not assign a separate beyond-use date for the Sennorelin Acetate finished products that are to be 

reconstituted after 

OBSERVATION 9 

Clothing of personnel engaged in the processing ofdrug products is not appropriate for the duties they perform. 

Specifically, the gowns worn by operators engaged in processing ofsterile drug products in the ISO 5 Laminar Air Flow 
Workstations are not purchased sterile and are not sterilized by the finn. Finn personnel confirmed that they do not purchase 
sterile gowns or sterilize the gowns worn, and that gowns are reused in aseptic processing. Your production employees wear 
these non-sterile gowns while conducting operations using the ISO 5 Laminar Air Flow Workstation (LAFW), which 
includes placing their gowned arms inside the working area ofLAFW. 

This is a repeat observation and was listed as Observation 7 on the FDA 483 dated 03 /07/2014 and Observation 3 on the FDA 
483 dated 07/26120 13. 

OBSERVATION 10 

The quality control unit lacks the responsibility and authority to approve and reject all drug products. 

Specifically, 

A. The Director of Quality Assurance stated that the release of finished drug product for shipment is conducted by the fmn's 
Pharmacists, who are not part ofthe Quality Assurance Unit The Quarantine Testing forms, covering 03/18-06112/2014 and 
the Inhouse Quarantine Testing forms, covering 03/11-06/12/ 14, which your fmn uses for fmished product release, are 
initialed by the pharmacists. · 

(b) (4)B. The Control Unit has not reviewed any ofthe Daily Control Record Sheets, since the instrument 
was installed 07/03/20 13. These sheets document the system suitabtity checks for the finn's 

scanner used for testing and release ofsterile products, including but not limited to, the Sermorelin 

OBSERVATION 11 

Batch production and control records do not include complete information relating to the production and control ofeach 

batch. 


Specifically, 


Your finn does not document all batch related activities on the Logged Formula Worksheets for each batch prepared. 
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A. The lyophilization process was not listed on 17 of the 17 Logged Fonnula Worksheets that were reviewed for the 
Lyophilzed Sennorelin A~etate produ~ts prepared by your finn. There were no other re~ords available documenting the 
lyophilization pro~ess for these bat~hes . 
B. Four ofthe 17 Logged Fonnula Worksheets reviewed for the Sennorelin A~tate produ~ts prepared by your firm 
contained a handwritten number indicating the actual number of vials prepared, which contradicted the typed number 
documented on the Worksheet. I was unable to determine the actual batch yield for these lots. Finn personnel stated that the 
typed number for batch yield is not always the amount prepared. 

OBSERVATION 12 

Establishment ofthe reliability ofthe component supplier's report of analyses is defi~ient in that the test results are not 
appropriately validated at appropriate intervals. 

Specifically, for analyti~al test results, you rely on the Certificate ofAnalysis provided by your contract laboratory; however, 
you have not established the reliability oftheir analyses through either third party testing, on site audits, or any other means. 

OBSERVATION 13 · 

Procedures describing the handling ofwritten and oral complaints related to drug products are not written or followed. 

Specifically, your firm is not following your pr~dure, Complaint Handling SOP 5.030, Version 1, effective 10/0112012 in 
that: 

A. The complaint regarding Sermorelin Acetate!GHRP (2) received on 05/ 16/2014, remains open and was not closed out in 
the..time frame required by Section 9.5.2 of your SOP. 
B. The full complaint investigation has not been documented regarding the Sermorelin Acetate/GHRP (2) complaint r~ived 
on 05/16/2014 . 
C. The Customer Complaint Record required by Section 9.4 ofyour SOP to document complaints is not used. 
D. Complaint numbers are not assigned as required by Section 9.3 ofyour SOP. 

This is a repeat observation and was listed as Observation 9 on the FDA 483 dated 03/07/2014. 
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