
TRIAD 
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June 9,2010 

Brian D. Garthwaite, PhD 
Compliance Officer 
Minneapolis District 
Food and Drug Administration 
250 Marquette Ave, Ste 600 
Minneapolis, MN 55401 

Dear Dr. Garthwaite, 

This is our initial response to the Form 483 - Inspectional Observations issued to our firm on May 18, 2010. As 
agreed with the Investigators during our close-out meeting, the intent of this letter is to provide commitments to 
specific actions and timelines for their implementation within 15 days of the close-out discussions. Objective 
evidence of these actions will be provided upon their completion. For convenience, I will repeat the Observations 
and provide our responses immediately thereafter. 

OBSERV ATION 1: A process whose results cannot be fully verified by subsequent inspection and test has not been adequately 
validated according to established procedures. 

Specifically, the firm could not provide documentation for the validation of the sterilization process for lubricating jelly products 
labeled as sterile. 

Additionally, evidence indicates the currently used~ sterilization cycle may not be adequate to sterilize the 
cycle spec~of material that receives between a minimum 0_alubricating J . I' 

maximum 0 (b) (4) 
. I' I I 

Triad Group Response: As described for therWXIJ'sterilization 
processes for all sterile products according In keeping with a commitment 
made to the Agency following our previous inspection (July, 2009), this revalidation effort will be completed by 
June 15, 2010. Triad Group will provide copies of the validation protocols and reports covering all Triad Group 
sterile products for your information shortly after that date. 

Product released prior to completion of this revalidation has been released based upon (b) (4) 
(b) (4) testing which consistently demonstrated sterilization at sublethal doses in relation to the 
specified sterilization exposure. 

OBSERV ATION 2: Procedures for finished device acceptance have not been adequately developed. 

Specifically: 
• 	 Finished device acceptance procedures do not ensure that finished devices are quarantined or otherwise adequately 

controlled until acceptance criteria are met. Sterile Lubricating Jelly, lot 9MI72 was packaged fo.ustomers. The 
finished I!!.,oduct testing for customers ((DIOJ passed and product was distributed. The finished product testing for 
custome.failed Post Sterile Viscosity, hut product was still distributed starting 01/11/10. A statement to the batch 
record on 01128/10 by the Regulatory Affairs Manager states "·released by D. Haertle on 01128/10." (D. Haertle is the 
CEO of H&P). On 02/10/10 an OOS was initiated to address the failed results. On 02/04110, the decision to release the 
product per D. Haertle as revised per reconsideration. The remaining .cases were scrapped. However. cases had 
already been distributed and no action was taken on the distributed cases. 
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• 	 There is no procedure addressing the "confirmatory testing" currently being im~mented during 

microbiological testing. Currently, Sterile Lubricating Jelly is being tested for 


[lD'D)Jpost-sterilization. The specification is listed as no growth for both tests. Since September of 2009, ten lots 
have shown growth on the initial test as described in Observation #1. In each case, a second sample was checked 
and found negative for growth. The passing results were reported and the failed results were not addressed. No 
OOS Investigation was initiated to investigate the failing results. 

I• The post-sterilization testing of Sterile Lubricating Jelly for (b) (4) 	 oes not 
neutralize the preservatives in the product. WI-LAB-OOII revIsion F - testmg for MicrobIOlogical 
Contamination in Samples, effective 12/21/09 has not been updated to include the (b) (4) 
(b) (4) 

during the pos,mtsmtmer.il.iza.ti.on.t.e.st.iniig.fillro.l.uibr.illca.tl.·nigije.II.Y•.o.n-lig.oi.ng CA P A 
H- 10-001 initiated 01/22/09 states in the follow-up, "iii 

(b) (4) 

Triad Group Response: 
• 	 Triad Group will objectively review the finished product specifications for post-sterilization 

viscosity for Sterile Lubricating Jelly to assure that specifications are rtinent to establishing the 

Levels which will trigger management review prior to Lot release. Triad Group will rnrnn''''T''' 

review and report our decisions by August 13, 2010. Upon completion of this review and action, 
no Lots of Sterile Lubricating Jelly with failing results will be released. 

• 	 The Procedure for microbiological testing will be reviewed and revised to assure that any 
confirmatory testing implemented following initial test failures will comply with the requirements of 
the United States Pharmacopeia. This review and revision will be completed by August 27,2010 
and a copy of the revised Procedure will be provided to you. 

• 	 Procedure WI-LAB-0011 - Testing for Microbial Contamination in Samples will be revised to 
include the appropriate steps for preservative neutralization. This revision will be completed by 
August 27, 2010; a copy of the revised procedure will be provided to you. 

OB8ERVATKJ 3 

Complaints involving 1be possible failure of a device and labeling to meet any of its spccific:atiODS wcreoot evaluated and 
investigated where ~. 

Specifically, but DOt limited to: 
• 	 CompIUut ID 12OO11Call ID 1151, d8d 0II27/fYIJ CClIaI'Dia& Sterile LubriaItiag Jelly 4 oz. tube, lot 9Fl3l, staIea,". ··Product illUb IIIIDdan1 WbcIl1ile doctors use it, it nma ri&bt offtbe1r gloves aod oato 1bc Boor. It is too 

nmny.•••• Duriag tile ~iptic.,. H&P ......v-ilUiIiafioa......-._AIriIizItiao nama for 

viscosity. n-~""'allpodDcedfrom1bc""":;r~=~bdifl'cnDt
customcn. ADum~ reIIins &DecI viIcoIity 	 • .....,.,. fiiJod. The only 
....1bIt paled WII pdapd for the customer 1bIt IDIde the COIIIpWm. AfternportiDgdie ODe pusiDg result to 
the complaioE, tbe gomplaiDt was closed wiIbout invest:iptiog the affect oftbe failed results on product currently 
on the mallet. H4P bas receiftd II viscosity related c:ompIaiots from July 2009 to pre8CIDt. 

ComplaiDt ID 13100/Call ID 9688, daIcd 0311 1110 c;co:c:ming Sterile LubriaIting Jelly, 4 oz. tube,lot 9L I 86, states 
higb..ofaIJDormal peps.. Hospbllab c:oDfirms that 1bc jelly was to blame. Ha:P his got1al6 similar cOmplaiDts 
~ this issue from July 2009 to pre:scot. 

http:o.n-lig.oi.ng
http:smtmer.il.iza.ti.on.t.e.st.iniig.fillro.l.uibr.illca.tl
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Triad Group Response: 
• 	 In keeping with our commitment in response to Observation 2, we will assure that the post-

sterilization specification is appropriate for this product As 
discussed with the Investigators, viscosity is a characteristic of this product which is influenced by 
user perception and preference. Triad Group receives occasional complaints that Lots of Sterile 
Lubricating Jelly meeting the current post-sterilization specification for viscosity are "too thick." 
There are also occasional complaints such as that recorded in Observation 3. Triad Group will 
review our Procedure for investigating customer complaints to assure that every complaint is 
investigated and recorded properly. 

• 	 As discussed with the Investigators, the manufacturer of the kits used in obtaining Pap smears 
specifically states in their labeling that no lubricant should be used in conjunction with the 
procedure because any lubricant has the potential to interfere with the test. Occasionally, medical 
facilities or practices fail to comply with this instruction and submit a complaint related to our 
product. Triad Group provides a copy of the manufacturer's labeling in the cases. We respectfully 
disagree that failure to comply with another device's labeling resulting in abnormal results 
represents a legitimate complaint regarding the quality, safety, or efficacy of Triad Group Sterile 
Lubricating Jelly. 

A baelioe report 011 FDA Form 3411 or approved olectrDoJc oquMlcol was DOt ~ following the first MOR report on 
a device model. 

Specifically, cbe firm faiIod to report Im.dvcne cw:at rclltcld to c:ompIaiII& ID 13012 diad 211112010 alIclgiD& over 30 
p.aiIIIID baYing CUUtl8CtIiid wginaI irritation after • physician used die s.."ilo IubricIdio&joUy. The compJlint aUcged that 
........ were lWitdIed tID • dift'eo_lubriadioDjoUy product IIIdIRlllled willa • pIWCl'ibed mecIk:IIlioD The complaiDm1 
aUopd that some pIlieDts cleared ofsymptoms within nino days and 1110 remaining patieDts oxbibited symptoms for about 
tbroe weeks .ad beyoDd. 

Triad Group Response: Following are the details on the receipt, investigation, and disposition of this 
complaint: 

On 3/4/2010, Triad Group initiated a review of the batch record, lot history and complaint files in 
response to this complaint. The batch [981218] was prepared without issue and met quality 
assuran t st specifi tions. The batch was released at pH =. at a viscosity post sterilization of 
rmp'Hcps (centipoises). A review of finished product code 19-8919, lot 98121 certificate of 
processing foWl'Esterilization shows sterilization met the specified dosage requirem~ 
review of in-process batch release pre-sterilization showed a pH of_and a viscosity ofWl.llml 
cps. A copy of both pre- and post sterilization batch release testing were forwarded to the 
complainant. A review of the in-process and finished good inspections for product code 19-8919, lot 
98121 were also within acceptable quality levels. A review of the complaint files found no other 
related complaints for product code 19-8919, lot 9B121 and no related trends for the product code 
19-8919 or related codes over the past 12 months. An in itial response was forwarded to the 
complaint on 3/4/2010 summarizing the investigation as detailed above. 
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Lab Analysis: On 3/4/201 oJIDIC.samples from the complainant were received. The tamper evident 
seals were in place on nine of them-samples. These nine samples were submitted to the QA 

for ana . The anal testing consisted of the following: (h) (4) 

The samples provided of product code 
n.,.I,,,ti,..,.1 Cl.1"I""t"lfit":::Itinns for 

The results of 
."::"",,nl.. ., .,tV\\AJ".1'I no hours of 

testing was performed for the 
presence of These test results also showed no growth. 
On 3/15/2010, a response outlining the analytical test results were forwarded to the complainant. 

This investigation justified closing this complaint. The complainant did not provide any information 
which suggested a serious adverse event (death, life-threatening, hospitalization (initial or 
prolonged) , disability, congenital anomaly or required intervention to prevent permanent impairment 
or damage) had occurred. The complainant did indicate that most of the patients recovered 
uneventfully and that only some of patients still had some minor irritation as of 2/9/2010. Upon reply 
to the complainant, Triad Group closed the complaint but informed the complainant it would be re­
opened should further information become available at a later date - or if additional similar events 
were reported . 

OBSERVATION 5 

Written MDR procedures have not been developed and implemented. 

Specifically, the firm has no MDR procedures. 

Triad Group Response: A Procedure for Medical Device Reports will be written and implemented with 
appropriate personnel training by August 27,2010. A copy of this Procedure will be provided for your 
review 

OBSERVATION 6 

c . ~tive aod 

Specific:ally, CAP A H-I 0..00I opeaed Jan 22, 2010, .. yet 10 IIddraa bigh IIIic:nJbW biobwdallcwls iD prc-stcrile 
lubrialtiogjolly ~ ProcodIn 01-013 revision B - Corrective IDd Prevaltivc Ac::tioo ProcodIR (CAPA) which illites 

--==-_.__ 5.6 .... (b)(4) 

Triad Group Response: The entire Quality Unit will be retrained on the Triad Group CAPA Procedure 
and the training will be documented. This activity will be completed by June 25,2010. Evidence of this 
retraining will be provided to you . 
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OBSERVATION 7 

Proccdurcs designed to prevaIt mic:robiologic:al COIdaIIIin.aioD ofdrug products purportjDg to be sterile do DOt include 
validation oftbe sterilizatioo process. 

Specifically, there is no V1IlidItioo of"'-sterilizatioo proc:ess for 1be AJcoboI SwabItick products labeled as 
sterile . 

• 
Triad Group Response: Validation of theCm'U*terilization of Alcohol Swabstick Products will be 
~ne 15, 2010. The validation will be conducted in accordance with (b) (4) 
~. Copies of the validation protocol and report will be provided to you. 

OBSERVATION 8 

Proc:cdures cbigaod to preveot microbiological mnam"""ion ofdrug produds ....portiag to be Aerile are DOt foIlowN. 

Specifically, die wJicIIIioo for die IIIIriIizIItioo ofalcohol peds V~'" 
miaimum ~ cbe to IIaiIizrJ aIcobol p.spO<b:D to. SAL of...,.... ua",~... 
current 1IaiIim', updIIed 4114110, specify . 
cJo-.e A minimum cbege spccificadoa 
U'IM ft)J' the product vou turI'IDly have 011 the uatcet. 

Triad Group response: TheWDQIDose Specification Authorization for l[iWf.loUP's contract UR'. 
sterilization facility has been revised to specify a minimum specified dose of • for all Triad Group 
sterile alcohol swab products. Product released prior to completion of this revision has been released 
based upon quarterly dose audits which consistently demonstrated sterilization at sublethal doses in 
relation to the specified sterilization exposure. 

OBSERVATION 9 

written producbon ucl process control procedures IIl'O DOt followed in 1be exccudoo ofproductioa IDd process cootrol 
fuoctious. 

Several examples of failure to follow Procedures related to Laboratory OOS Investigations. Corrective and Preventive 
Action Procedures, and General Rejection Procedures are provided. 

Triad Group Response: Triad Group implemented a broad program to improve and increase the 
frequency of train ing in cGMP for all Triad Group employees in January, 2010. As part of this augmented 
training program, every employee with responsibilities related to the three deficiencies cited above will be 
retrained in each of the subject Procedures. This retraining will be completed by August 20, 2010 and 
objective evidence of this retraining will be provided to you. 
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OBSERVATION 10 

There are DO written procccbRs for prodDctioo IOd prcx:ca coaarols deaiped to asswe tbIt abc drug products bave the 
ideatity, stn:Ingth, quality, Imd pmity they purport or In .epeaeated to poISOIII. 

Specifically, 
• 	 No documcatatioD exists to support 1bII the mecbods used in sblbility felting are stability indiaIting. 

During the tour OIl 4119/10 IIId 4/20110, several activities were obecned tbIt wae not controllod by procedures: 
• 	 R"f*king ofproduct wu tIIkiD& pl8co in 1110 w..-obouIe in l1li UIJIOIP"PlOd ... 
• 	 Rechecking ofmaterial on the packaging lines when defeds arc D01Cd during the finish product inspection are not 

docuIDented or COIdrOUed by • prococIuR. 
• 	 "Hold" sticbn In bciDg UICId by Quality duriDc an <>OS investiptioll. 
• 	 "RetlD'n to Inventory" tags. 
• 	 Receiving IDIdIriaI UDder quarauti:oe &om die New Jersey plant prior to all teItiDg being completed. 

Triad Group Response: 
• 	 The Triad Group Quality Assurance Laboratory is undertaking a review of all stability test 

methods to assure that the methods are, in fact, stability indicating. This review will include, but is 
not limited to, (b)(4) 

products in the samples. Given the extent of this review, we target completion and 
implementation of revised methods by October 1 2010. We will provided regular status reports 
on this program at bimonthly intervals and will include copies of the revised methods for your 
information. 

• 	 Effective immediately, all packaging or repackaging operations will be conducted in appropriate 
manufacturing suites. These operations will be subject to current, approved line clearance 
Procedures and will require in-process and finished product inspection and release by Triad 
Group Quality Control inspectors. 

• 	 We will review the existing Procedures for finished product inspection to assure that rechecking of 
material on the packaging lines when defects are noted, or increased sampling and inspection, is 
controlled by an appropriate Procedure and correctly documented. This review will be completed 
by June 30, 2010 and we will provide a copy of the corresponding document and evidence of 
training on its us to you. 

• 	 We will write and implement a Procedure to adequately control use of "Return to Inventory" tags, 
and train appropriate personnel in its proper use. This will be completed by June 25, 2010 and a 
copy of the Procedure with objective evidence of effective training will be provided to you. 

• 	 We will write and implement a Procedure to adequately control receipt of material under 
quarantine from our New Jersey facility, and train appropriate personnel in its proper use. This 
will be completed by June 25,2010 and a copy of the Procedure with objective evidence of 
effective training will be provided to you . 



June 9, 2010 

Bnan D. Garthwaite, PhD 

Page 7 


OBSERVATION 11 

Specifically: 
• 	 Tri..I Plus BZK Prep Pads have a BZK. wt% Bpec:ification otltf.jDBIII'•••BatdIes of this product were relcased 

ouIsido of1bis IpOCific:Idoo nap as tOIIows: 
~ LosNypalw ReIea8cd Undc;r Dcyisdoo 

01l26J09 9H104 NO DEVIOOS WRIT'1'EN 
021011)0 0A381OA3IB (b)(~) 

• 	 Hermonboid en.. bu • pbeoyJepbrioe IpOCific:Idoo of0225 - 0.27S%. BIdda oftbis product WC'l'C released 
outside of1bis specific:.aoo I1mF u follows: 
~ J..otNgplw 
11105109 9J140Bi9J140 
09118109 9K21319K213B 

Triad Group Response: There are open Corrective and Preventive Action 
the interactions of ••• 

rmu 
effective and appropriate resolutions to these issues by fourth-quarter of this year; we will provide 
bimonthly progress reports on our actions to close these CAPAs to you. 

In the future, drug products failing to meet established specifications will be rejected in all cases 

unless an adequate and appropriate justification for release by deviation, including a review of 

potential for effect on quality, safety, or efficacy of the product, is established and documented. 


OBSERVATION 12 

Results of ~ testiDg II'C not used in determining expindion dates. 

Spccific:ally, IIUII*'OUI OTC '-tcbca involviDg vwiouI productI &iIod duriD& die IIIIlUaIIIIIbility studies. Data obtained 

duriDg s&ability ~ is DOt \Lied to dGtenniDe ife:cpim1ion date!! Deet! to Dlljusted. 


FormulA L5zl Mil. failed Exp,DIte Fngp'" 	 Los MQ. Failed Jam. 
12m 	

•10-5102 9A135 01112 04-112 IF133 06I1() 
04-132 81123 09111 04-193 7E68 05/10 
()4..148 8J144 09/1 J 04-151 7004 04/)0 

~8 8E53 05/J 1 04-132 	 7K63 10109 
7022 0710904-201 7H05 01110 04-084 


04-136 80172 07110 


Triad Group Response: As we discussed with the Investigators during the inspection close-out, we 

have im lemented an in review of our entire stability test program. This review will include 


Each of these events will be reviewed and the 
potential for effect on the a for the product will be considered. This 
investigation will include (h)(4) 

DBa Expiration d ting will be djust d when appropri te as result of this investigation. we 
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anticipate being able to complete this program by October 29,2010. We will provide bimonthly status 
reports on this program and specify any expiration dating periods which require revision . 

OBSERVATION 13 

lnvcstiptioos ofa faihR ofa betdl or my of its c:omponeuts to meet any of its spccificIIIioas did not cxtaId to oCher batches 
oftbe same drug product. 

Specifically, 
• 	 Numerous ore t.tdIes involviog YWious produdB fiWed duriDg 1bo IIIDU81 sbIbility !Itudica. No inV'Olliplinn was 

docuaneotat deCamining 1bo affect oftbele failures to product eumady 0Il1bo marbt _listed in 0bCII'VIIti0D 12. 

• 	 The firm identified (h) (4) suppositories in 1bo followiDg bitches of infIDt IDd adult 
glycerin suppositories: 

Triad Group Response: 
• 	 Please refer to our response to Observation 12, above. As stated, our stability program 

optimization review will include consideration of the potential effect of documented failures. 
Should we identify any circumstances with potential to adversely affect the quality, safety, or 
efficacy of a distributed lot we will recall that lot and promptly advise you of that action. 

• 	 The history of the lots of glycerin suppositories listed in Observation 13 was exhaustively 
discussed with the Investigators over the course of the inspection. The only outstanding issue 
at the conclusion of the inspection was the status of Lot 00118, labeled and shipped to 
_ While there was no evidence that this Lot was contaminated, we could not 
provide absolute assurance that it was not. COrmiQiiiTriad Group recalled Lot 00118 by 
telephone call and overnight-delivered letter to • recall coordinator. Minneapolis 
District Recall Coordinator Kristy Zarowski. 

OBSERVATION 14 

Written procedures are not drded, RViewed aod IPIJIOwd by 1bo Ippiopiillltc orpnipficml UIIiIs. 

Proccdln WI-LAB-OI23 revision A - _ MeCbod VaIidItioa.ad V~ IICItoI in 3.1, (h) (4) 
b) (4) 1 	 Darq tbc review ofVlrious• • p • 	 • 

validation mdbods, it was obecned 1bIt1bc vaIidItion protocols were not sipod offprior to the oxecutioD ofthe validation. 

Pro§oeol RfIi:sjyrj Date Bx.cculion Date 
VAL-P-0092 12J01109 12101109 
VAL-P~171 O2J04II0 12130109 
VAL-P-OOIl 12123109 07I06I09 ..... 
VAL-P.QOI4 12J01109 11/17109 

Triad Group Response: Validation and Quality Unit personnel will be retrained on the provisions of 
Procedure WI-LAB-0123. This retraining will be completed by June 25, 2010 and objective evidence will 
be provided to you . 

http:VaIidItioa.ad
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OBSERVATION 15 

Deviations from writtm spccificIItious .-e DOt justi1icd. 

Specifically: 

• 	 DeviItion FClI'ID 01-0 (b) (4) 

Nooorm:dve 

H0210.001 dated 02101110 aud Hl109.007 dakd 11/5/09. 


• 	 (b) (4) 

CAPA H-IO-OO2 CODCCOliog 

goods _liability..._ was DOt issued UIdil 02l02I10. 


Triad Group response: Quality Unit personnel will be retrained on the appropriate implementation of 
Deviation Requests and Corrective and Preventive Actions. Specific emphasis will be provided on these 
two Observations. We will complete this training by June 25, 2010; documentation of this training will be 
provided to you . 

OBSERVATION 16 

, 


~ eagagcd in the manufactUre and packing of. drug proctuCrla 1be traioiog. roquired to perform 1bcir assigned 


Specifically, 


Tempoc..y cmploylilcs t trainiD& bot'cR they CJpCII'Ide prc!'dIdion 1iDca. 

• 	 On 04119110, the . ofproduct PL-SI04B, Lot ~It: liDo CB4,Itimpoi_y cmploycclDBlJ 

ks taken (b)(4)"was documcoting me Top ~..... for 

The spocifbCioa for die kJp seal is~. . 


• 	 00 04119110, during the I**"ging ofproduet II-Si__011 Hoc HBS,IaDpOiaay 
~ doalftMlDli'IbID Top Scm Tempalbn. • 1be speci1nIioo filr 1be top seal 
~Tbe top seelleq»eiilltUrc was observed naming at~ during our obIemdioa ofline HBS at -3:30pm 

on 04/19/10. 

Training did DOt ..,.,.-1IdoquIIe for the reguIIr employees due to the IIWIICII'OUS doc:umadaaion errors noted Ihrougbout 
this illlpllCtioo. n-...... but 8I'C DOt limited to: 

• 	 On 04/13/10, bIItcb 001S3B, the incorrect lot number was docwnontod and verified by. sec:ood employee for 
the Coc:oa Buaer NF. This error was not cas!!.UIIIilIll iIlv"", ~I:' Cbo iDIpec:doa on 04121110. 

• 	 00 • ~ perM mcd was DOver verified.1 

• 	 The rcoords ~ do DOt lUll outside ofprocess parameters, ho~ maltiplc iDsIaooes wen! documented 
when ~ Jiaoa wen boiy • of 0f?C!!diy Jl!!!!!IDCtm. 
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Triad Group Response: 
• 	 Triad Group will review the cGMP training that is provided for temporary employees with 

particular emphasis on those employees with responsibility for controlling processes or recording 
process parameters to assure that this training is adequate and effective. We will provide a report 
of this activity to you by July 30,2010. 

• 	 Please refer to comments on augmented cGMP training in response to Observation 9, above. 
The first training session on cGMP requirements for documentation was conducted on 
June 4, 2010. A record of that training is enclosed for your review. Ongoing training and reports 
on that described in the to Observation 9, above. 

• 	 Triad Group with "'n.~rlTlr 


experience in internal compliance •••• 

effective June 16, 2010. 


OBSERVATION 17 

Reprocessing was performed without the review oftile quality control unit. 

Adult Glycerin Suppositories, formula 04-144, III"e manufactured ~ 
'ippI'Oved' by QuaIly, DO speci1icIIioo ~ cIoc:umeaIal aiteria for what 

provided. 

Triad Group Response: While we believe that our current procedure as described in the Master Batch 
Record for glycerin suppository products is adequate to address this issue, Triad Group will revise the 
Master Batch Record to include appropriate specification~nd to document Operations and 
Quality Control approval. This document will be issued and appropriate training on its use will be 
conducted by July 16, 2010. We will provide a copy of this revised Master Batch Record and objective 
evidence of training on it to you. 
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OBSERVATIO 18 

Testing and rolcase ofdrug product for distributioo do not iDclude appropriate labanIDry determinItioo ofsatisfJctory 

conformance to the final spccificatioDs prior to rolcase. 


~itkally, some OTC drug pvcb:ts II'C cumutIy boiog J'OIoIIed for distribatioo prior to the COIIIpIctioo ofaU rolease 

testing. • 


(b) (4)• One bIIkh CIII be used to sevcnl "'.1&cclOfijgun_.s. 

(b) (4) 
testing is required. 

-:--! ". ~ .... 'l..... • 

(b) (4) 
Iat£!! Sam.' I T - ed Date Released !lJdm 

08166 OhM-m Suppositories 03105110 

08166 UiWlM'in SuppoIitorics 03104110
(b) (4)
08166 Glycerin Suppositories 03/15/]0 

was approved by Quality for[lQ'''WJ1ycerin SUIlIDOl!l:itor 

Glyamn Suppositories wa-e released before A1Jsay 


sample. 


TestiDg was completed for[lOJ"~1e CD 08117/10 for BZK product 9HI04._toItiDg was 
~ompleted OIl 08f26110 with r.w. results for BZK.!lA1Jsay. The first pallet ~ was released 

. into inventory for sbippiDg 011 01114109. The ICaJDd caes was releacd into inveotory for 
shiDping on 08119/09. Product was shipped as follows: 

~ 
08/14/09 
08119109 

No invcstiption ooourrcd when fidled results were documolltcd for the Eud Sample for product aIre8dy in inveatory. 
The remainina cae. were releMed iDto inveatory aDd abippcd. 

Triad Group response: The Triad Group Procedure for finished product inspection, testing and release 
will be reviewed for adequacy and compliance with the requirements of cGMP. This review will address 
the cited examples of release of finished products prior to completion of all release testing and 
appropriate investigation and corrective action for any incidence of failed results for product already in 
inventory. We will have this significant review and revision activity completed by September 10,2010 and 
we will provide you with a report of this activity accompanied by revised Procedures and objective 
evidence of training on the revised Procedures. 
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088ERVATION 19 


The written stability testing progJlID is DOt followed. 


Solution # Missed time RQiDt(s)~ 

()4...()l1B 9A135 
04-132 8J123 
04-148 8J144 
04-098 8E53 
04-201 1H05 
04-136 80172 

(b) (4) 

Solution # 

04-112 
04-193 
04-158 
04-132 
04-084 

J&!! 

8FI33 
7E6I 
7D04 
7K63 
7022 

Triad Group Response: Please refer to our response to Observation 10, above. Triad Group is 
confident that completion of this program within the time commitment provided is adequate to address 
this Observation. 

OBSERVATIO 20 

l..aboralofy records do DOt iDcJude complete data derived from all tests, c'umjnatjops IDd uay oeceaaary to assure 
complianc:e with aabIiIbDcl spcci1iaItious IDIl sbuIdanIs. 

Specifically, no raw q.ta could be provided to support the Claming Validatioo Report for the Glycerin Suppository Press 
dated 12129109. 

Triad Group Response: While we believe that cleaning validation Val-CV-GSM-002 for glycerin 
suppository press is adequate to address this issue, we acknowledge that summary results rather than 
raw data were recorded in the final report. Triad Group will (b)(4) 
executed cleaning validation protocol. This portion of the Procedure will be re-executed and finalized by 
no later than July 30,2010 and a copy of the amended Report will be provided to you. 
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OB8ERVATlON 21 

Equipment used in the 1DIID1Ifacture, processing, packing or holding ofdrug prodacCs is not ofappaop_ desip to &cilitate 
3peI"Itioas for its iDtcndDd UIC and clelniog IDl INU"18I1CC . 

:)pecifical.ly, 

• 	 The In&nt and A~ Glycerin Suppository filliDg line is not apfJiOlJl- tor1bc 1IIMI1ditr;tqre of1bc OTC drug 
products in that there were ended ejector pins OIl the glycerin pea. The production wOOc order for SpecifIcIItion 
07-SOI.A)4-1441N, bIIdl OBl66B -.es in JedicID IX, •••• tile 01ycctiD Pn=ss fm" bI"OIIca1 • ; iflllYbIobo 
pins are observed, alert Production Supervisor...... ~ is DO ••• to wbat steps 
were tabu to comet the problem or whedler the producdoo superviIor was c:ooIaCted IIld if10, iflIlY follow up 
OCCUlTed. 

• 	 The foam punches used to cut the peds used in drug and cosmetic: productIlD8Ilufillchnd by the firm are not easily 
cte.allble .ad were J*dIed with •. 

• 	 The tank used to manufacture the oatmeal ~ bad holes in the bottom Chat WCI'C patched using tape. This 1ape 
has contIIct with product. 

Triad Group Response: 
• 	 As discussed with the Investigators, we believe that this was a misunderstanding of the 

configuration and routine appearance of theCmlCl1 pins on the glycerin suppository press. 
Additionally, we have received no complaints of broken pin fragments in suppositories. However, 
we will retrain the glycerin suppository press operators on the Production Work Order 
Specification 07-S0L-04-1441N to assure that they are aware of the appearance of intact pins as 
well as potential appearance of broken pins, and that they will notify their supervisor if they 
observe this problem. We will complete this retraining by June 25, 2010 and we will provide 
objective evidence of this retraining to you. 

• 	 As discussed with the Investigators at close-out, the pads produced on the subject press are 
subject to inspection prior to release from our facility and are further subjected to incoming 
inspection by customers purchasing these component pads. Triad group will review potential 
improvement to this process and will provide you with a summary report of our investigations and 
conclusions. 

• 	 As discussed with the Investigators at close-out, the oatmeal bath product is not actually 
"manufactured." Bulk oatmeal is emptied from bulk paper bags and filled into individual foil 
pouches. No formulation or processing is performed other than this filling operation. Given that 
the product is not sterile and is stored and received in paper bags Triad Group does not believe 
that the patching observed by the Investigators has potential to contaminate or effect the quality 
of the product. However, we will review potential improvements in this process and we will 
provide a summary of our review and any actions taken to you. 

OBIERVATION 22 

Equipment mel ......ils ..e DOt mainWned lit1IfIPOP- interw1s to prewat coawniDation tbat would aIIer the safety, 
identity, sII'CIOgth. quality or purity ofthe drug product. 

Specifically • 
• 	 The faDs used in the Swab room to dry the swabs WtR observed 011 04119/10 to have acc:umWaUOIl ofdebris. 
• 	 The wire bubtI UIOd in the SWilb room to hold the IWIIbs wbile they are drying were obeeI wed to have fiayed wires 

d an accumulation of grey fuzz. 
• 	 The plastic sc:rapa- used in the nwnufIcturiDg of the oetmeaI products was chipped. The wooden badle was broken 

and t.Ded ~.adwas not -.iIy clealblc. 

http:pecifical.ly
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Triad Group Response: 
• 	 The nature of the swab forming process results in release of cotton fibers into the room. Triad 

Group has implemented improved cleaning procedures for this room to better address this issue. 
A copy of this Procedure is enclosed for your review. We would like to note that the room was 
thoroughly cleaned immediately following this Observation and the Investigators were asked to 
tour the cleaned room . There was no mention of this effective cleaning in the Inpectional 
Observations. 

• 	 The wire baskets were all inspected and either repaired or removed from service immediately 
following this observation 

• 	 The makeshift utensil described was removed from the oatmeal production room immediately. No 
inappropriate utensils will be allowed in the oatmeal production room or any production area in 
the facility. 

• 	 Each of these Observations was addressed with corrective actions during the course of the 
subject inspection and the Investigators were provided copies of the cleaning procedure for the 
swab forming area. There have no complaints or quality issues that would suggest product 
problems related to any of these Observations. 

OB8ERVAT1ON 23 

Written procedures arc not followed for the cleaning and ma.intenance ofequipment, including utensils, used in the 
lIWlufacture, processiDg, J*kiag or boIdiDg of. drug product. 

Specifically, 

• 	 Procedure Wl-PM-0056, revision B - Cleaning and Saaitizjng BEbing Bquipmaat, Taab and Total states the 
following: 

(b) (4) 
(b) (4) 

• 	 Calibnltioo OIl 

LotOBI32 dated 02112110 the 

• 	 Procedure Wl-PM-0090, original - Assigning S1BtWi Tags to BaIdJ TmkI stata die fuUowiDg: 

Section 3.1.2, "fI .. Altbougb 
tank 44 was in uae, DO a.tdl informatioo was ~ for tank 44 for the fullowiDg dates: 3119110, 3123/10, 3124/10, 
312511 0.3129/10,3131110,4109110,4112110,4/19/10. 

Triad Group Response: Please refer to our response to Observation 9, above. Triad Group is confident 
that completion of this augmented ongoing training will effectively prevent recurrence of the errors 
identified . 
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In closing, we would like to offer two additional comments, with due respect, on the focus and conduct of 
this inspection. First - over the three-week course of this inspection the Investigators requested, and 
were provided at Triad Group expense, copies of many hundreds of pages of documents. These copies 
were selectively chosen to document potential errors or omissions and so did not document the 
overwhelming majority of reviewed documents which were completed entirely correctly. Similarly - the 
Notice of Observations Form FDA 483 contains only negative observations selectively presented. Even 
corrections made in the Investigators' presence were not noted. Triad Group is concerned that this 
selective presentation of problems out of context demonstrates a lack of balance in the approach to 
inspection and has the potential to portray a false impression of our compliance status. These concerns 
were presented to the Investigators during the close-out discussions. 

Triad Group appreCiates this opportunity to respond to the inspectional observations; we look forward to 
continued dialogue with the District. 

Yours truly, 

John H. Waterman 
Manager, Regulatory Affairs 
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