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DEPARTMENT OF HEALTH AND HUMAN SE RVICES 
'. _ FOOD_ANDDRUG~DM!";!IS~TION ' 

~ 

DISTACT AOCIR£$S AND PHOIE '°'BEii 
22215 26th Ave SE Suite 210 
Bothell, WA 98021 
( 425) 302 - 034 0 Fax: (42·5)302 - 0404 

Oo\TE(S) OF INSPECTION 

6/28i2017- 7/12/2017* 
PEI """u•• 
3004603767 

NAME AND TITl.E OF l lOlllOUAL TO WfiOM REPORT !SSL.Ell 

Shawn W. Needh am I Pharmacist/Owner

··-~·
JD & SN I nc. 

a •~ •~

1555 Pilgrim St 
CIT'r, STATI:. ZIP CODE, COl.ffTRY 

Moses Lalce , ~ 98837 - 4623 
TYPE ESTASUSIMOHT IHSPECTEO 

Producer of non-~ter.?,.le cl.rug product·s .. . ... . - -· 

' 
T hi.s Qocu;ment 1.ists obs_erva_tion.s giade by th,e FDA representativ'e(s) during t.h_e inspection ofyour facil.ity . They are inspectional 
observations, and do n·ot represent a final Agency detennination re~rdin~rour complia_nce. lfyou It.ave an o'1ject ion regarding an 
obsetvatioil,or have im"plcmetited, or plan to implement, corrective act ion in response to an observation,you may discliss the o~ection or 
action with the FDA representative(s) duringtheiilspection orsOOniit this infofuiation to FDA at the address a1io·ve. Ifyou liilve any 
·~ion.s. pl~ contact FDA at thephonenumberandaddress above. 

The observations noted in thisFormFDA-483are not an exhaustivelisting ofobjectionableconditions. Under the lmv,your 
firm is responsibleforconducting internalself-audits to identify andco1Tectany anda/l violations ofthe quality system 
requ.irements. 

DU~NG AN INSPECTION OF YOUR fl'™ I OBSE.RVEl;I: 

OBSERVATION 1 
deaning of production and processing areas, equipment and utensils used for the production of highly potent 
and hazardous drugs are inadequate to prevent cross contamination. For example: 

A) (6) r4) hood.shave residual{b} (~} drug prOduct on the work surfaces, walls 
and ceiling after end of production cleaning on 6/29/17. For example, the~l:)) (4) 1hood in 
the (b) (~) room have (15) (4) · residual on the touch screen of the (6) ~) · balance, (6) (4J 

(b) (4) · on the t~Jn knob on the encapsulation machi.ne, {6)(4) on the exterior of the 
enc:a.psqlatJon mC!c;hin~, C!.nd built-up in the grooves in the work table. Your current pract ice does not require the 
cleaning of the work surfaces prior to the start of production the following morning. 

B) There is no assurance that househ.old c~aning detergent is effedive in cleaning and removal of drug residua ls 
on shared product.ion equipment and utensils used in the production of hazardous and potent drugs. Your 
i::urrentcleaning practice is to soak and hand wash shared production equipment and utensils in the sink w ith 
c9"1mer<;ial household dish detergent, followed by cleaning in the dishwasher with a commercial dishwasher 
detergent. According to your cleaning procedure, equipment and utensils that are not dishwasher safe such as 
(t>) (4) are hand washed with a com.r.nerdal 
household dis.h detergent and air dried, No ~n_itizi.ng agent is used for production equipment and utensils. You 
produte hazardous drugs estradiol, progesterone, methimazole, fluconazole, methyltestosterone, testosterone, 
and tretinoin. 



DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINJS1RA TION 

22215 26th Ave SE Su ite 210 
Bot})ell, WA 9$ 02..1 
(425)302-0340 Fax: (425)302-0404 

NAME NID IDLE OF 11\DVIOUAI. TO WHOM REPOl'.lf ISSl.ED 

Shawn W. Needham , Pharmacist/Owner 
FIRN~c. 

JO & SN Inc. 
OTY. STATE ZIPCC?OE. COl-"ITRY 

Moses Lake , WA 988.37-4623 

DATE(S) OF INSPECTION 

6/2snp17..7/:1,_2120J,?* . ... """""'" 
3004 603767 

.. . . . . . . 
;;t•~c.'~~ 

1555 Pil9r~ St .. . - .. . TYPE EST ABUSHMENT INSPECT&O 

Producer of non- sterile drug products 

.. . INSPECTIQNAL.OBSIRVATlQNS PAOE2 OF2PA<ES 

q The walls and ceiling of the (oITT1 1 hoods are not cleaned between production of drugs to 
remove ( (~) drug residuals leftover from processing. Your current practice is to only cle~n the ·work 
table in the (b) (4) hoods with a (o) (4) based cleaning w ipe between each drug. 

D) Yellow stains were observed on the ceilings of (b} (4) model (b) (4) Oven used in the processing of 
(b) (4) ;. There is no cleaning of the oven and the oven racks appearedto be d)riywith built-up. 

*DATES OF INSPECTION 

6/28/2017(Wed),6/29/2017(Thu),6/30/2017(Fri), 7/06/2017('Dm), 7/07/2017(Frj) ,7/1V20 I ?(Wed) 
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Date: September 14, 2017 
 
Shawn W. Needham 
JD & SN Inc. 
1555 Pilgrim St 
Moses Lake, WA 98837-4623 
 
Subject: System Notification 
 
Dear Shawn W. Needham, 
 
We are notifying you that due to a technical error related to a software update, the FDA Form 483 you 
received recently inadvertently included a sentence meant only for medical device firms.  That statement 
says, “Under the law, your firm is responsible for conducting internal self-audits to identify and correct any 
and all violations of the quality system requirements.” 
 
This statement refers to quality system requirements applicable only to medical device establishments, but 
was inadvertently included on certain Form 483’s issued to non-device establishments for a brief period of 
time. Please note that the statement has no bearing on the inspection observations themselves, which 
remain applicable as of the date that you were issued the Form FDA 483.  
 
Should you have any questions, please send to AskORAIT@fda.hhs.gov. 
 
Sincerely, 
 
 

 
  
Lisa Creason 
Director, Office of Information Systems Management 
Office of Regulatory Affairs 
Food and Drug Administration  
 

U.S. Food & Drug Administration 
10903 New Hampshire Avenue 
Silver Spring, MD 20903 
www.fda.gov 

mailto:AskORAIT@fda.hhs.gov
www.fda.gov
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