
Establishment Inspection Report FEI: 3004256236 

Acidchem International Sdn. Bhd. EI Start: 09/05/2012 
Prai, Malaysia El End: 09/07/2012 

SUMMARY 

The comprehensive inspection of this foreign manufacturer was conducted on a surveillance basis 
per a high priority assignment (FACTS 1423293) issued by FDA's Center f~r Veterinarv-Medicine 
(CVM). This inspection ( (4) - ommerciai9onfidentiai(b)(4)- Commerctal Confidenttallvere 
made under ORA's Division ofForeign Field Investigations' Trip #2012-220F. The current 
inspection was reported m1der Turbo #306909. The inspection was accomplished per instructions 
for conducting inspections of food facilities in C. P. 7303.803, Domestic Food Safety Program. 
Inspectional time was reported under PAC 03803 per FY 12 instructions for reporting foreign food 
inspections and PAC 71R801 Consumer Complaints- Post Approval Monitoring CVM. The finn 
manufactures glycerin (USP 99.5% minimum) and fatty acids made fi·om palm-based oils. The 
glycerin is distributed x•' -~and used by a variety ofmanufacturers throughout the world in human 
foods, pet foods, pham1aceutical products, cosmetics and personal care products such as soap and 
shampoo. This was the initial inspection of the firm by FDA. 

The assignment from CVM (see Attachment 1) requested the ins~ections of~ <4 - c_ommerclal 

ti>Y-4~~ver several aspects including(o)(4) - Commercial Confidential 

(b)(4) - Commercial Confidential 
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The finn was in full production manufacturing fatty acids and glycerin during the inspection. I 
observed the complete processing operations for glycerin. I observed the physical condition of the 
plant's buildings and grow1ds, the condition of equipment, and storage conditions. 

The general findings were as follows: 

No other raw materials are used. No biodiesel byproducts are used. The primary produ«ts 
manufactured by the firm are fatty acids · Glycerin only accounts for a~out ·-,of. 
production. The equ_!Qment and processes are designed for b)(4)- Commercial Confidential 

(b 4) - Commercial Confiaential They said it would be impractical and expensive for them to use 
other raw materials. In addition, there is an ample supply ofpalms in Malaysia and 6)(4} - ~c:o..t~d 

jJ4)·~C 

_""",.......-,.... 

The firm does not receive anv · gJycerin fr~~ther suppliers. It occa~g.~!!¥~~rchases 

glycerin<l5){'l) - CommerclaiConfidentlal from other manufacturers in ~house n::~lm-
based ofts as a raw material. Glycerin from other suppliers is held (0) - Commercial onfidentlal 


~~ - ommerd al Con entia hey do not commingle their glycerin with glycerin from other suppliers. 


The baSiC prOCedure for manufacturing glycerin iS the pa)rn;based OilS UJln C":rO'n J'l nrocP~<>....t'-<> ll'-'~ 

(b)(4) - Commercial Confidential 

All tanker trucks and storage tanks are dedicated for soecific uses. No oth er m::~tPTi"1" .,.,.,. <±""'.."' ;~ 

them. For example,{b)(4) - Commercial Confider"!tial . 

(b)(4)- Commercial Conf1dent1al 
Glycerin is packed into (o)(4) - Commercial Confidential 
(b )(4) - Commercial Confidential 


(b)(4) - Commercial Confidential 
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(b)( 4) - Commercial Confidentiar 


All glycerin manufactured and exported by the firm meets Food Chemical Codex (FCC) and USP 
standards of99.5% minimum glycerin. ~regards tc;> the £1~abeling glycerin exported to""'l-C••·~'is 
(4)- Commercial onfidentta roJ(4) - Commercial Conflclent1al~n · specified that the shipping marks 

("labeling") on the1•x•)-ccm drums state "for industrial use onl~' evfie ugh the label also states the c dn_tthn
. · . . . (b)(4)- Commercial on en 1a1 .

glycenn IS 99.5% m1 tmum. Thev exnl~mert . . . I ""(-nt glycenn marked as 
industrial use only so (b)(4) - CommerciaI Conf1dent1a _J They repeatedly stated that 
all glycerin manufactured by Acidchem International meets 99.5% USP minimum standards. They 
do not manufacture a lower "industrial" grade glycerin. 

I reviewed1tilf4l·"'f'Certificates ofAnalysis at Acidchem International for glycerin that had been identified 
as being from "')9i~~ International in the establish~ent in~oec~ion report oftbe jerky pet treat 
manufacturer in who was found (b) 4) - Commercial Confidential These CoAs dated from 
November 2009 to February 2012. All were found to meet minimum USP standards for glycctin. 

I informed the firm that intentionally labeling glycerin as industrial use only, when it is actually food 
grade and pharmaceutical grade could be construed as misbranding. I said typically misbranding 
happens when a company labels an inferior product as a superior product, whereas in this case the 
ftrm was labeling a superior grade ofproduct as inferior. They replied that they were only following 
their customers' request for shipping marks on the containet;s. (5hef_dert~rare that the intent of 
labeling the product as industrial use wa~(b)( 4) - Commercia1 on 1 en Ia 

1 

I mentioned that 
..... .~ 

mislabeling the glycerin has thus far resulted in FDA and the ~ovemment addressing the 
issue with the jerky pet treat manufacturer iri'l·.-- They indicated that they understood and would 

··~ .discuss_jhis matter with their distributors in They stated that all glycerin exported by the firm 
to 'l ·""-""''~neets USP monograph standards and is labeled as such for food grade and 
pharmaceutical uses. 

No objectionable conditions were noted. No FDA-483 was issued. No refusals were encountered. 

Five samples were collected during the inspection. They are !NV 769886 crude glycerin, 

JNV 769887 refined glycerin, JNV 769888 refined glycerin, JNV 769889 crude palm kernel oil, and 
JNV 769890 refmed palm stearine. 
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The samples were shipped from Malaysia to FDA's Forensic Chemistry Center in Cincinnati , OH. 
The glycerin samples were to be analyzed for impurities and contaminants including DEG and EG. 
The palm kernel oil and palm stearine were to be analyzed for identity and composition. 

The facilhy is registered with FDA under The Public Health Security and Bioterrorism Preparedness 
and Response Act of2002. 

ADMINJSTRATIVE DATA 

Inspected firm: 	 Acidchem International Sdn. Bhd. 

Location: 	 241 1 Lorong Perusahaan Satu 

Prai Industrial Complex 

13600 Prai, Penang, Malaysia 


Phone: 	 60 4 390 7818 

FAX: 60 4 390 7252 


Mailing address: 2411 Lorang Perusahaan Satu 

Prai Industrial Complex 

13600 Prai, Penang, Malaysia 


Website: www.ioioleo.com 

Dates of .inspection: 9/5/2012, 9/6/2012, 917/2012 


Days in the facility: 3 


Participants: David J. LeRay, Investigator 


The firm is inspected by the Food Safety & Quality Division of the Penang State Health Departm~n~ 
under the Malaysian Ministry ofHealth (MOH). The firm is HACCP £,ertified and under~oesCOI'' w ' 

....,., 1 · d b M 6 r • Commercia Confiaent1al Maudits per was accompame y s. \ , s. (6J\41·Commercoal Confidential 

and Mr. 6)(4J.~Conlaentia who are food technologists with the Penang State HeaJth Department. 

HISTORY 

Acidchem International Sdn. Bhd. is a privately-owned Malaysian company that is a subsidiary of 
IOI Corporation Bhd. (alk/a "IOI Group"). 101 Corporation is a large publicly traded Malaysian 
corporation. It was founded in 1980 as a palm kernel oil business. It has expanded through internal 
growth and acquisitions into a multi-faceted business with three main divisions- plantations, 
manufacturing, and property. It touts itself as the world's largest oleochemical producer. 

The manufacturing division of IOJ Corporation is called 101 Oleochemicals Industries Sdn. Bhd. It 
is a group ot""'.,.~plants in Malaysia that manufacture fatty acids, fatty esters, glyceri:q.,_and s9ao . 
noodles (used to make soap). Acidchem International Sdn. Bhd. and (b)(4) - Commercial Confldentla 
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- Commercial Confiaential • __ __,are th e busmess ·
units ·----~ of101 OJeochemical Industries that manufacture fatty acids and glycerin. 

Acidchem International began operations in 1980. It calls each of its five on-site processing units a 
"series". The oldest one is Series 1, which opened in 1980. The others are Series 2 in 1988, Series 3 
in 1993, Series 4 in 1996, and Series 5 in 2002. All series plants produce glycerin USP 99.5% 
minimum. Mr. Lai Choon Wah is the General Manager and most responsible individual of 
Acidchem International. 

All FDA correspondence should be addressed to: 

Mr. Lai Choon Wah, General Manager 

Acidchem International, Sdn. Bhd. 


2411 Lorong Perusahaan Satu 

Prai Industrial Complex 


13600 Prai, Penang, Malaysia 


The firm continuously operates 24 hours per day for seven davs ~week throdnl1h()ntfth~> ve.~r ThPrP

are (b~ . ommeraarconrrdeiifia•shiftsperdayfrom(b)(4 ) - ommerctal Conti ent~a , . . r··-· 

o)( - ommercta onfiaentia J he filling ("drumming") section 
works(b )( 4) - Commercial Confidential . [ he firm shuts down every · · 
( (4) -Commercial Confidential for complete maintenance. (b)(4) - Commercia Confidential 
b)(4 ) - Commercial Confidential 

The firm has about 
4) · 

employees, of which about 
-{4­

work in the production-related areas and the 
rest are administrative personnel in the office. 

INTERSTATE COMMERCE 

Kim 
~ 

Dr. Lee Eng, Assistant General Manager, Ms. 
· 

Marketing Manager 
'4)-Commen:l8fConMeiilll

- d )(4)- Commercia fidentia M k · M fi 'd d d · an Mr. ar etmg anager or ,,,,.c""""""o-prov1 e pro uctlon, sales, and export 
information. 

The overall production and sales totals for Acidchem International during their fiscal year ofJuly 1, 
2011 to June 1Q., 2012 were about 

(b)(4) - commercial confidential 
of fatty acids, 

. 
fatty esters and glycenn 

.
valued 

1tiX4l·~~ F 'd d b f d .at about atty ac1 s accounte 10r c. a out (b)(4). commerc1al Confldenba o pro uct10n, fatty 
esters were about 4{b)( ) - memal Confiden~d glycerinwas about ~b)(4)- Commeraal Confi(len 131The firm exports 

. . l d. 
products to ovell. -;;ountnes me u mg 

(b)(4). commeraal Gonfldenll
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. . . , )bl(if - ommercoarcOnfidenlla~ 'lbll~...,;.oCOiillilin
AcL~-i~:O}~Ji~tional exporte~ approxnnate\f.'e............~ .,., . ....,_,.. of glycerin valued at 

and ~of {~t.t'{..,<}P,L9s valued at to om 711/11 to 6/30/12. The 

shipments ofglycerin to . Iwere as follows: 


(b)(4)- Commercial Confidential 

Acidchem has a sales office in the USA. It is called Acidchem (USA), Inc. in Rochelle Park, NJ 

(fBI 3001317724). Mr. Joe Emuan!! is the Vice-Presiclent of_Al'.irlcbem TIS: a UM~ n l ..~~...:-

(b)(~)- Commercial Confide::..:.n..:...:t:....::.:ia~l --~-~-------~
~oJ~4J- vommerc1a1 vonnaenna1 

(b)( 4) - Commercial Confidential 


. . . . . (b) 4) - Commercial Conti ential 
Ac1dchem Internationalm iM.mw~so directly sells and exnort~ . . _,.,1,.cerin 
to two primary c~stomers in . They are(b)(4) - Commercial ~onf1dent1_al in 
(0}(4} - Commercial Confidential and(b) 4 - commerc1a1Confidentialm (b)( 4 ) - Commercial Confidential 

The firm regularly exports glycerin to ""~distributors in ·~.,.,-c-mostly in 4tDR )- Commercla!COnfiaemla 

Mr. · 3aid Acidchem International does not sell glycerin directly to enu-u~c:a:; -sucn as"lerKv"net 
treat manufacturers). The firm's primary ClJStomer ir{x'l·-is(b)(4)- Commercial Confidential 
~"'' ·-r . h I . . '{l)J(ol1- li d · C: ') d' M •Wit ocatwns m Commercra!COnMentlaY(fi rm not ste m 1"A IS . . ccor mg to r. ... ... 
o)(4) - Commercra Confidential and other distributors in routinely request Acidchem to aooJv a 
shipping mark (label) indicating the 99.5% minimum USP glycerin as 4•(bl( )- ommercial Confidentra 

JURISDICTION 

Acidchem International manufactures and exports primarily fatty a_si,~..§, S}lch as lauric acid, stearic 
acid, palmitic acid and several others. Fatty acids account for over of production. The firm 
also manufactures and exports fatty esters and glycerin. All ofthese products are made from palm 
kernel oil and palm stearine. 

'(b)(4). Commercrarconfidemia x•r...,....,...,.e
The glycerin is and typically exceeds It meets FCC food grade and 
USP pharmaceut1cal graoe stan ards for identity and purity. Glycerin is a bulk chemical used in 
manufacturing a wide variety of items including human foods as a GRAS food additive, pet foods, 
pharmaceuticals, cosmetics, and personal care products such as soap and shampoo. It serves as a 
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humectant and solvent in products. It also has many industrial applications in products ranging from 
plastics to paint and lubricants. 

Exhibit 1 is IOI Group's brochure listing its various fatty acid products and glycerin. It includes the 
specifications for each product. The firm labels and markets its products, including glycerin, under 
its brand name of"PALMAC". 

(b)(4) - Commercial Confidential 

caps are cnmpeo omo ootn ports at the top ofthc:'u".,............................. he caps have Acidchem 
International's name and IOI Oleochemicals' name on them. Exhibit 2 is a copy of the · •J · - seal 
caps applied to · · ofgl}'cerin. The firm ( ) 4) - Commercial Confidential · ~""·~~ 

(b)(4)- Commercial Confidential 
(b 4) - Commercial Confi entia! The container has a port on top and a spout at the 
bottom. (b) 4) - Commercial Confidential on the cage's metal plate indicating the 
product and its purity (e.g. glycerin 99.5%) and lot number, brand name and logo, the finn's name 
and location, and weight. Exhibit 3 is a labeled sticker for P ALMAC brand glycerin. The finn 
prints only the number ofstickers needed for the number of IBCs filled. 

Exhibit 4 is an adhesive sticker labeled b )(4) - Commercial Confiaentia . 
· ..... Mr. -­said this sticker is affixed to (b)(4) ­ Commercial Confidential 

(b 4) - Commercial Confidential 

INDIVIDUAL RESPONSIBILITY AND PERSONS INTERVIEWED 

Mr. Lee Shin Cheng is the Chairman of the Board for IOI Corporation Bhd. He is the overall most 
responsible individual for the entire 101 Corporation's group of companies. He maintains an office 
at the finn's headquarters in Kuala Lumpur, Malaysia. He was not present during the inspection. 
He has the overall duty, power and responsibility to detect, prevent, and correct violative conditions 
at all ofiOI Corporation's facilities. 

Mr. Lee Yeow Cbor is the Executive Director ofiOI Corporation Bhd. He is the most responsible 
individual for the oversight of the entire JOI Corporation's group of companies. He reports to Mr. 
Lee Shin Cheng, Chainnan of the Board. He maintains an office at the firm's headquarters in Kuala 

7 of 29 



Establishment Inspection Report FEI: 3004256236 
Acidchem International Sdn. Bhd. El Start: 09/05/2012 
Prai, Malaysia EI End: 09/07/2012 

Lumpur, Malaysia. He was not present during the inspection. He has the duty, power and 
responsibility to detect, prevent, and correct violative conditions at all ofiOI Corporation's facilities. 

Mr. Tan Kean Hua is the Executive Director ofiOI Oleochemicals Industries Sdn. Bhd. He is the 
most responsible individual for the oversight of the five oleochemical plants in this division, 
including Acidchem International. He reports to Mr. Lee Yeow Chor. He maintains an office at the 
firm' s headquarters. He was not present during the inspection. He has the duty, power and 
responsibility to detect, prevent, and correct violative conditions at all of IOI Oleochemicals 
Industries facilities. 

Mr. Lai Choon Wah is the General Manager for Acidchem Intemational. He reports to Tan Kean 
Hua, Executive Director oflOI Oleochemicals Industries. Mr. Lai Choon Wah provides general 
oversight and direction to Acidchem International. He oversees all aspects ofoperations. He was 
not present during the inspection. He has the duty, power and responsibility to detect, prevent, and 
correct violative conditions at Acidchem International. 

Dr. Lee Kim Eng is the Assistant General Manager for Acidchem International. She reports to Mr. 
Lai Choon Wah, General Manager. Dr. Lee is responsible for the sales and distribution activities of 
Acidcbem International. She also oversees general production operations and quality assurance. 
She maintains an office at the facility and is present on a daily basis. She was present and 
participated in the opening meeting on 9/5/12, the record review portion of the inspection on 9/6­
7112, and the closing meeting on 917/12. She demonstrated a thorough knowledge of the company 
and its operations and provided relevant information about such. She instructed sales and marketing 
staff, quality assurance staff, laboratory staff, and production staff to provide me with copies of 
requested records. 

Dr. Lee Kim Eng, Assistant General Manager, has the duty, power and responsibility to detect, 
prevent, and correct violative conditions at Acidchem International. 

Mr. Norzamly Ibrahim is the Senior Production Manager for the Series 5 plant. Mr. Khor Kok 
Hiang is the Senior Production Manager for the Series 1, 2, 3, & 4 plants. Messrs. Ibrahim and Khor 
are responsible for the production operations at their respective plants. They accompanied me 
throughout the inspection of their respective plants. They demonstrated a th.orough knowledge of 
their plants and operations and provided relevant information about such. Mr. Ibrahim was present 
at the opening and closing meetings. Mr. Khor was present at the closing meeting. 

Mr.(o (4) - Commercial Confiaential He is responsible for overseeing the 
quality control ana research &aevelopment departments. He was present during the opening and 
closing meetings. 
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Mr.(o) i:t)- Commercial Confiaentlal Ms. (b) 4)- Commercial Con identlal 
~<'l -c~~~ercial c~fi~~t~ . Ms. (b) 4 ) - Commercial Confidential These 
individuals directly oversee tlle admunstratJOn of the firm 's quality assurance and control operations. 
Mr. · is responsible for overseeing the laboratory operations. They wrote the firm' s food safety 
and QA manuals and procedures. They were present at the opening and closing meetings. They 
accompanied me throughout the inspection_ They demonstrated a thorough knowledge of the finn 
and its operations and provided relevant information about such . They provided me with copies of 
documents when requested. 

I 
_,.•.--~ • l6}[4) ·Corrrnerd3r~ .

provided Ms. Marketmg Manager for markets, W1th ALERT 

inforn1ation, FDA's Reportable Food Registry Guidance document, and the Food Safety 

Modernization Act information sheet about user fees and discussed these documents with her and 

other company officials. 


MANUFACTURING OPERATIONS 

Acidchem International is located in the Prai Industrial Co;nol~xf<earJhe ~tilping port. The plant 
and its related buildings are located on about(b)(4) - Commercia Confiden 18 The firm refers to the 
original site with Series 1, 2, 3, & 4 as "Acidchem 1 , . It is about ·~·•· """"""'' Exhibit 5.1 is a site 
diagram provided by the firm of"Acidchcm 1 " . The firm n::fers to the new site with Series 5 as 
"Acidchem 2". It is about ......,.._.,...., Exhibit 5.2 is a site diagram provided by the firm of"Acidchem 
2". I made handwritten notes and marks on the diagrams indicating significant areas of these sites. 

Series 1 is the original fatty acid and glycerin lant built in 1980. (b}(4) - Commercial Confidential 

(15 (4 - Commercial Gonfiaentia1 
(b)(4 -Commercial Confidential Series 2 & 3 use mostly crude palm kernel oil to make 

fatty acids and glycerin. Occasionally, Series 2 uses refined oalm stear,ine !'!!La rl'l~...m::otP~<>ll ~ ..,..;,. .. 

4 uses palm stearine to make fatty acids pnlv~ (b)(4) - Commercial Conf1aent1a 
(15)(4 - Commercial Confidential Series 5 at Acidchem 2 uses crude palm kernel 
oil to mal<e fatty acids and glycerin. It also bleaches palm kemel oil before splitting ifa customer 
requests it. 

The terms "series" and "plants" are used interchangeably by tbe firm. However, the finn further 
designates individual sections as plants. For ex~le,(6) (4) - Commercial Confidential 

(b)( 4) - Commercial Confidential 

The firm was manufacturing fatty acids and glycerin during the inspection. I only covered the 
production ofglycerin since that was the focus of the assignment. I observed the complete 
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processing operations for glycerin at the Acidchem 2 site (Series 5), whkh is the newest plant. I also 
observed some operations at Series 2 & 3 of the Acidchem 1 site. The following is a description for 
processing glycerin primarily at Acidchem 2 using Series 5. Information in this section was 
obtained by observing production operations and interviews with management of the finn. 

. , ] , d. . . . l II>!< -101 Corporatwn s p antatton tVISlon owns approxunate v Commeraarconn<len of • •
mllm tTPP ~Jt,,.,t.,t.n ....s. 

App

(b
roximately 

)(4) 
(b)(

-
4) 

Commercial 
- Commercial Confidential 

Confidential 


(b)(4) - Commercial Confidential 


According to the firm, alJ tanker tmcks are dedicated strictly for hauling palm-oil based products. 
Most tanker trucks are owned and operated by commercial transportation companies. Some are 
owned by the crushing facihties and refineries. Tanker ships must be able to demonstrllte...,thP." 

(b)( 4) - Commercial Confidential 

As noted previously, the firm only uses crude palm kernel oil and RBD palm stearine as raw 
materials to make fatty acids and glycerin. CPKO is the predominant raw material. The firm 's flow 
diagram indicates RBD palm oil and RBD palm kernel oil may be used, but they said these two 
variations of refined palm oil products have not been used as raw materials at Acidchem 
International in several years. 

Thetankertl1lcksparkat 
b)(4) - Commercial Confidential 

lb)(4) _Commercial Confidential 
crude palm kernel oil and palm steanne. The finn mus{b)(4)- Commercial Confidentia for each 
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load ofCPKO and palm stearine before iUs accented (6)(2l.) - Commercial Confiaentia 
(6)(~)- Commercial Confidential 

Series 5 has the capability to bleach CPKO before..furtheLnrocessincr i£a...cn~Jrm:>.,.,.. ..,.,,,_.,."".,_;•---.Xt. 


cPKo is treated r b)(4)- Commercial Confidential 

~5 Ll - Commercial Confidential . Bleached CPKO can be used at Series 
5 and also pumped through pipes'(6K4J - commerciar~to Series 2 & 3. However, the firm uses mostly 
unbleached crude palm kernel oil to make fatty acids and glycerin . . There ~e Ctix>F"1Storage tanks for 
unbleached CPKO at Acidchem 2 totaling approximately{bl(4J-Commerc,areonfiOeiiliaJcapacity. 

The first main step in the process is called tb )(4) - Commercial Confidential 
(6)(4) - Commercial Confidential 

(b)(4) - Commercial Confidential 


(b)(4) - Commercial Confidential 

(b)(4) - Commercial Confidential 


(b)(4) -Commercial Confidential 


(b)(4) - Commercial Confidential 
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Kb)(4)- Commercial Confidential [ 


(b)(4) - Commercial Confidential 


1(b )(4) - Commercial Confidential 
I 
It should be noted that the entire aforementioned process r(b)(4) - Commercial Confidentia 

·(b )(4) - Commercial Confidential 

I J~----------------~ 

(b)( 4) - Commercial Confidential 


The process offilling glycerin into !tiK<~F~cJS called "drumming" and occurs in a "drumming 
room". There are separate drumming rooms for glycerin and fatty acids. The glycerin drumming 
room at Acidchem I is inside a small building located \6)\2' - Commercial ConfiaentiaJ The glycerin 
drumming room at Acidchem 2 is inside a small buildin located (b)(4)- Commercial Confiden al The'cc----. 

drumming rooms have restricted access. (b)(4) - Commercial Confidential 
b) 4) - Commercial Confidential 

The finn stores new, empty drums outside in (15)(4) - Commercial Confidential 
buildings. The drums have a(b)(4)- Commercial Confidential, around them when received from the 
supplier. The drums are initi~ry~ected upon recei t for (5)(4) - Commercial Confidential 
(5 4 - Commercial Conflcfential - ommercla on I entia 

beneaththe exterior metal caps. (b)(4)- Commercial Confiaential I he 

caps are (15)(~) - Commercial Confidential 
(6)f4} - Commercial Confidential 
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During filling, the drums are 6)( 4) - Commercial Co~fidentia~ . 
drumming room. Filling emp oyees(b)(4)- Commercial Conf1dent1al 
-~~~ ------------~ 

Glycerin is filled into the drums _throu~h a ffi)(4) - Commercial Confide_ntial . . 
(15)(4)- Commercial Conf1dent1al Theoperator (b)(4)- Commercial Conf1dent1a 

(b)(4) Commercial Confidential..-; '",.,..__...c. "'' - Mostly it is but occasionally a customer wants -~ ,f Plvcerin 

in a drum. The filiing machine bas e(b
once the drum 

• 

pos1t10ned 
• • J('fFComnwrcial Confidlttt~

)(4) 
l 

- Commercial Confidential 
lS The o erator QUshes the start button allowJnP" tbeylvceri.-. 

to flow into the drum. When the drum is full. (h){4) - CommP.rci~l ConfidP.nti~l 
(6)(4) - Commercial Confidential 

)(4 ) - Commercial Confidential 
(b)(4) - Comm~rcial Confi?ential The metal caps have Acidchem International's name and 101 

Oleochemicals' nam~~~~]?ibit 2 is a copy ofthe metal caps applied to drums of glycerin. 
The employees use a to tighten the caps and then a · t o seal them tight. 

('6){ - merciafConfidential 
The firm paints the lot code and net weight onto each drum using Customers' 

shipping marks are in the form of 0 4( ) - Commercial Confidentialmto the drums and adhesive stickers 

placed onto the drums. 


. d d" "b . 

(b
The d

)(4)-
rums o f g b)(4) - eonvneraareonfi(Jential •1 ycenn are store unh 1 lStnJ ut10n. t

Commercial Confidential 

11 e c!mms ~re o~nPrl ;nt" 

Individual bulk containers (IBCs) can.not fitinto the drumminv rooms Tl,..r ..f"'""' tJ.. .. f;....._..,.""~ 

6 l1-)- Commercial Confidential . . . 


(b
At Actdchem 

)(4) 
'1. the 

-
lBC

Commercial 
s are oositioned (b )(4) -Commercial 

Conf1dent1al 

Conf1den!1al • 


IBCs are labeled with ~dhesive stickers on a metal plate of the cage surrounding each plastic 
IBC. The stickers indicate the product and its purity (e.g. glycerin 99.5% check photo) and lot 
number, brand name and logo, the firm's name and location, and weight. The fitm prints only the 
number of stickers needed for the number ofIBCs filled. 

There are separate filling stations at Acidchem 1 and Acidchem 2 to fill bulk ISO tanks, bulk 
flexitanks, 

4) 
and tanker trucks. The bulk tanks and tanker trucks 

Confidential 

are positioned 

(b)( - Commercial 
{b)('l) · commerciartonli3entiaJ 
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Exhibit 6.1- 6.2 is a process flow diagram for glycerin provided by the finn. I verified its accuracy 
during the inspection. 

The firm occasionally has to purchase refinedJ dvce@ from · other manufacturers in Malaysia. 
They are(b)(4 )- Commercial Confidential<b><4> · Commerc~<~IConndent,al (b)(4)- Commerc1a Con 1 entia 

(b)(4) - Commercial Confidential t d •.,.._ / 101 01 h · al · · · mspec e on 8127 -29 12 . eoc em1c s 1s a JOmt

venture partner in a company called Fatty Chemicals Malaysia Sdn. Bhd. (FEI 3004688627) that 
manufactures fatt)' alcohols. Fatty Chemicalsjylala_vsia is locatecl hehin fi,A,..1rlrh ..= r... ~..~n~ ... - n l 

5) 4) - Commercial Confide_nti~ l . . (b)( ) _commercial confidential 4
rrom fatty CifelmcaiSMalaysta. Tney satd th1s glycenn ts not exporte' ---
According to officials at Acidchem, all of these other manufacturers use palm-based oils to make 
glycerin. Acidcbem has a dedicated storage tank for holding bulk glycerin from other suppliers. 
They do not commingle their glycerin with glycerin from the other suppliers. They have a 
traceability program to track the filling and distribution of glycerin. 

Coding 

The firm paints the lot code onto each drum using stenciled lettering. An examnlP. of::~ lnt l"nrie is 

(b
"BGSXGA 1264", whereas (6 (4) - Commercial Confidential 

)(4) - Commercial Confidential' 
In regards tc{b){4) - Commercial Confiaential 
(b)(4) - Commercial Confidential 
The finn considers the shelf li fe for glycerin to b!x·~.....-. The expiration date on the label is 
two years. 

Quality Control/Laboratory Testing 

. Th . The fi CommeraafCOnfiaentia1rrn · has two I a b oraton_es. e mam a oratory 1s at ct c em w ere {6)(4}-

l6J(4 - Commercia Con~ntlal tests ~re performed. The other smaller laboratory is at Acidchem 2 
wbere(b)(4)- Commercial Confidentla ~ts are performed. The fiml also [ b 4 - Co~mercial Confidentia 
for certain analyses. Mr.<b><4> · Comneraal~ Quality Control Manager, oversees the firm's laboratory 
operations and provided most of the information in this subsection. 

I b . A "d h 1 h 
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The fimL..samoles ~nci an;:~h{_ze~ P.f~c load ofcrude palm kernel oil for (6)(4 -Commercial Confidentia 
(b)(4) - Co mmercial Conf1dent1a Each load ofpalm stearine is analyzed lor t bl(4)- commercial c onfidentia 

••·"""""""'e'rne parameters must be met before the load is discharged from the trucks into the storage 
tanks. 

fiP'f"C&W aA W U lt fii'P1 ·W ...OWIIIili!illil 

The finn submits samples ofraw material CPKO or palm stearine to a lab in 

· ~to analyze fon o (4)- Commercial Contiaential No adverse 


results have been found. 


The firm's QC department routinely collects in- rocess samples that are analvzed at both of the 
firm's Jabs. The glycerin n1)(.4) - CnmmP.rr.i:::JI CnnfinP.ntial 

(b)(4) - Commercial Confidential The -elY_C!_erin 4
(b)( ) - eornmeraal eonfiden 

(b)(4)- Commercial Confidential __ . . _ __ ___ J 

4 1 (b)(4) - Commercial Confidentia Other in-process tests conducted at \I5J( ) - Commercial Confidentlal,ntervals 

include (b)(4) - Commercial Confident ial Refined bleach@ glycenn is also checked for .. ­
(5)(4 - Commercial Confidential 

The ftnn collects samples ofRBD glycerin from the bulk storage tanks · ~tnd 
customers' orders and analyzes it for . (b)(~) - Commercial Confidential 

The firm collects samples of finished product RBD glycerin from drums, IBCs, and ISO tanks at its 
facility. Independent surveyors collect samples of RBD glycerin from bulk tanker ships at the port. 
The sam~les are submitted to and analyzed at the firm's main lab at Acidchem 1. The lab perform~ 
(o) ) - Commercial Confiaentialtesting for glycerin. It also performs (15 (4) - Commercial Confident1a 

(b)(4) - Commercial Confidentialtesting on glycerin for customers who require such. 

If a product does not meet ~pecifications the lot is (0)(~ - Commercial Confiaential 

(b)(4) - Commercial Confidential 

They said the firm only manufactures and sells one grade ofglycerin- USP 99.5% minimum. They 
explained that their minimum standard is 99.5%, but their process is consistent and nearly always 
results in a -commerti81COOIIilena-_:glycerin concentration. All glycerin manufactured and exported by the 
firm meets Food Chemical Codex (FCC) and USP standards. They said they do not manufacture a 
lower " industrial" grade glycerin below 99.5% 

:Cl·~ 

The firm is currently using the testing_yrotocol for gl_yce~ found in c~rrent . Exh1bjt R 1 is 
Acidchem International's general ( b )(4) - Commercia! Conf1_den~1a l 
minimum. It includes identification test (b)(4) - Comme rc ia l Conf1dent1al 
(b)(4)- Commercial Confidential Exhibit 8.2 is Acidchem_ I_n__t_emational's,us'p 

lbM> -~oaJConfideRialsheet for glycerin 99.7% minimum sold through Acidchem USA to 
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The finn provides Certificates ofAnal~s CoA) to its customers for each lot. They retain reserve 

samples ofeach lot ofglycerin fm~x•J -~ ­

The firm submits samples offinished product RBD glycerin x•r--"""""""'~to aJabjn,'(tix•J -~~ 
>K•> -~con•d•""•1to analyze for'(62Jj-) - Commercial Confidential Also, random 
samples are collected )(4) -~ ""ror 4

bJ< >-eommeraaleonfidentiaJtesting. No adverse results have been found. 

(b
The finn doesj(b )(4) - Commercial Confidential 

)(4) - Commercial Confidential 
Material Approval 

The only raw material used ~o make g)yc~rin is crude nalm kemel oil and refined palm stearine. 
(b)(4)- Commercial Conf1dent1al Othermaterialsusedin 
me proaucuon or gJXcennlil.Clude(b )(4 ) - Commercial Confidential 
and (6)(21:) - Commercial Confidential 

(b)(4) - Commercial Confidential 

at Acidchemj. 

The finn has a written procedure for selection, approval, and review of all materials including raw 
materials, processing aids, chemicals, and ackaging. (b )(4) - Commercial Confidential 
(6)(~) - Commercial Confidential 

The 

(b
firm 

)(4) 
has a vendor 

-
audit 

Commercial 
procedure. Audits at.e generallv conducted 

Confidential 

(5)(4)- Commercial Confiaentia 
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....... 

Acidchem International uses water. It is beld in de.di~Med c:tf"lr:::ule..- t~nlr.,J,P.r,_~_, 

{b )(4) - Commercial 

(b
undergoin~

)(
(b )(4) - commercial confidentia The finn Confidentia ~---=-r 

4) - Commercial Confidential 

~·~-e- - water is pumped to (15)(4) - Commercial Confidential 

(b)(4)- Commercial Confidential 


The firm collects sa
c 
~

-- -
he . ~ .... .,..water before<b 4}- ommercral Confidentralwater from both 

Acidchem sites on ]basis and submits them to an extemallaboratoiY for )(4) - CommerCJal onfidential 

analysis. Testing is done for 6)( 4) - Commercial Confidenti_a_l ~---------" 

HACCP 

The firm has a HACCP plan for glycerin (Exhibit 7) which was aoor.ove<Lhv th ~>. ::~l:wc:i:m....Ministry 
ofHealth. The CCP is the(6)(4) - Commercial Confidential 

(b)(4) - Commercial Confidential 

The monitoring procedure is to (b)(4 ) - Commercial Confidential 
(15)(4)- Commercial Confidential For purposes of the HACCP plan a 
lot is considered (b)(4 - Commercial Confidential . . . .n ------­
glycerin storage tank. (b) 4 - Commercial Confidential The finn completes 
monitoring records. 

Sanitation Procedures 

The firm has several sanitation SOPs that describe cleaning and sanitation procedures and 
frequencies. They mainly involve housekeeping and grounds since actual cleaning ofequipment is 
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minimal and is seldom necessary due to the nature of the ooerations . ..:Ihe nroce'l~:in (T nf o-hr",.,.;, 

from palm-based oils occurs (b ){4) - Commercial Confidential 
(6)( 4) - Commercial C_Q_nfidential T- h-e -only time the 
g1ycenn 

(b)( 
exns 

4) 
m

-
e cio

Com
seo..§.XStem 

mercia
JS wl1eii it is filled 

I 
into 

Confidential 
drums ano bnlk c..ont::lin~rc...fr"""' f;lJ;..,..,.J ;~~ 

The outer surface of the filling machine in the drumming rooms is [b 4) - Commercial Confidentia 
(6Wf 8 - Commerclai Connc en They wash the outer surface of the fi lling machine's tube with ~H•> -Convne<cw' ean~ 

(6)( 4) - Commercial Confiaential They 
(b)( 4) - Commercial Confidential 

nstead, tne'fWJll (b )(4) - Commercial Confidential _ ..., o _____ _____ · · ··­· · 

( b )(4) - Commercial Confidential They will return this glycerin ~-
(b)(4)- Commercial Confidentia ---­

(b 
The finn restricts access into the drumming rooms. (6)(4) - Commercial Confiaential 

)(4)- Commercial Confidential 

COMPLAINTS 

The firm has a written customer complaint procedure. The firm did not acknowledge receiving any 
complaints regarding illness or injury. There were no records of complaints about the firm in 
FACTS. 

RECALL PROCEDURES 

The firm has not conducted any recalls .ofproducts. It has a written recall procedure. Exhibit 11 is 
the product recall checklist that is part of the written recall procedure. 

. . . . {b ) - Commercial Con 1 ent1al
The finn has a traceab1hty program. It asstgns trackmg numbers to track 

(6 ( -Commercial Confidential It also assigns tracking numbers to bX• >-ConvnertiiiiConfidential 
b)(4) - Commercoal Conficlenloa • • •

Each con tamer of fimshed product glycen n has a lot number. The finn is able to 
trace backward from a lot offinished product glycerin to determine all the substances used in its 
manufacture. They are able to trace forward a lot of glycerin to its customer. The traceability 
records aret6J[4)- Commerciai"'Confidenfla 

The fim1 conducts a mock recall, which also serves as a traceability exercise, For 
example, their most recent mock recall was performed o •l·cto·--rhe scenatio vas an Ctir• 

(b)(4J - Commercial Confident_ia_l __~--~----
-c-­
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Commercial Confidential 

GLYCERIN EXPORTED TO CHINA 

The finn routinely exports glycelin to..,...wat = Mr 4iX J- ercilMCon~Marketing Manager for . 
provided most of the sales and export infonnation for g ycerin to1•x•l ·~ Dr. Lee Kim Eng, Assistant 

• (bX4) -CommerciaiContldentia .
General Manager, and Ms. 

X~CJDiiiiliiijjl 

Marketmg Manager for also rov1ded sales 
and export information. Md oT\4) - Commercia Conflc en 1a . . _s. (b {4) - Commerc1al Confidentia 
(of{4) - Commercial Conffcfentia and Ms.(b)(4 -Commercial Confidential _,.jprovided 
laboratory records and Certificates ofAnalysis. 

As previously noted, FDA has received approximately 2,000 reports of J?r-~ ..UJpesses since 2007 
which may be associated with the consumption ofjerky pet treats from . FDA bas tested over 
700 imported jerky pet treat samples for a wide array ofpotential contaminants, \5 - ommeraillconnetemia 

(l::l) 4 -Commercial Confid;,Q~ial / n March and Aplil 2012, FDA conducted inspections oC ''."1erky 
pet treat manufacturers in vbose products were the subject of most of the illness 
reports/complaints. One of the main constituents of the jerky treats is glycerin. 

· · f · · ( ) 4) - Commercial Confidential The mspectlon o Actdchem International was P!OmQt~ bv . . ~ocnme:nted 
by FDA during an inspection oi(b)(4 )- Commercial Conf1dent1al on 
(l::l)(4)- Commercial Confidential ~nanufactures and exports a variety ofjerky pet treats to lllr'J-Ciiffi

under several private labels. The information in the following six ar'UU:aphs (not counting the 
• . . • 6}(4) - Commerc1al ConfiaentJ

parenthetJcal "NOTE" paragraph) ts sumrnanzed from the EIR of 

­

· · b ed d f l · . k Commertoal n Tb druFDA {61!'4) - Con I mvestigator~~e~ rums o g ycenn m stoc at ~ ms w~re . 
labeled as biinr' _jbrand USP 99.7% glycerin fro111i(b)(4) - Commercial Conf1de_nt1al 
Thl l!'l·""""""""b 'i'-"and USP 99.7% glycerin fromtbH~J - cornmercarconfidentia is food and pbannaceutica] grade 

per Food Chemical Codex and USP standards. 

(NOTE: 6)(4) - Commercial Confiaential manufacture~ 
fatty alcohols methyl esters and glycerin. It is a joint venture between (b)(4) - Commercial Confidentla 
(6~)- Commercial Conflclentia and(b)(4 - Commercial Confidential ts a 
business unit of(b)(4 )- Commercial Confidential Glycerin manufactured bv(bl(4)-CommerciaiConfidentia 
· I b 1 d d th (bX4l- Commercoal confidential d . t d b (~ommerc1al ffi .
IS a e e un er e name an mar.l\..e 1, . e v Confidential o 1cem 


-~~ 1 inspected (b 4 - Commercial Confidentia_l ___ 


}(4) - Conli<Jenbal had bX4l-CornmerciaiConliden~~a drums o~(6 (4) - Commercial Con Clentialglycerin in stock 
'-o-n-:3:-:/28/12. The lot number waE1b1(4)-commercJaiConfiOeiitiO~ith a manufacturing date ofFEB 2 2012.

31According to (b ) 4)- Commercial Confidential, it bad usedl6X'~> - commeraa~~ glycerin for the 
· ""'....,-~ 4lbX )-CommeraaiConfidenbalinitially provided FDA investigators with documents showing 
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41'1'1 commercia
of 
~ ~~~) l 

receipt shioments ofglycerin from -
Con~ ~~ 

0111 · different dates between 
)(4) CommerCial Confidential . -- -~ • • _ .

Furthe

4) 
r revtew 

-
by 

(b~~~~o~~;~~~~d!,t, Commercial 
FDA of recetvmuecords and Ce

Confidential 
rtdicMt>~o£ ""1u.,_;., -=--'"=" 

)(

• • (b)(4 - Commercial Confiden 
When confronted with these iliscrepancies and asked to explain them, officials a 

\1101J · '"" • ,,. bX4l. eommerc~al Confidential 
eventually acknowled_ged that these CoAs supposedly pertaining to brand 
glycenn 

. (6')!4) - Commercial Conflclential 
They sa1

• 
d that until 

• 
a week before the FDA mspectiOn, 

• · 
they routinely 


bad been using glycerin manufactured by Acidchem International in Malaysia. They state!i the: 


(b)(
glycerin from 

4) 
Acidchem 

- Commercial 
International was labeled (b )(4) - Comm

Confidential 

ercial Confidential 


Jerky pet trea . fbey provide '"FDA with letters from Acidchem International att~sting that the 

· · fi .c: fi d · Th 'd b b d h gIycenn IS t .or oo processmg. ey sa1 b)\4 - ommeraaiConlident, . ~ t ey urc ase t e . . 
o-Lv~P.r; n..hPTnrP 


the Qre-announced FDA ins ection because (b ){4) - CommerciaI Conf1dent1a I 


(b)(4) - Commercial Confidential 
-commerCia entia --

La ter during tht:: inspection, provided FIJA with cool·e_s~of eo fid r p;rtificates of 
J"ll' J """""'""" ~ (b )(4 - vommercaa 1 n en 1iar 

analysis for · 1ifferent lots of glycerin with dates ranging from reportedly 

· ed fi A ·d h J · 1 Aft h · · 'd d F .
rece1v rom c1 c em nternat10na . . er t e mspect10n {bl<4) Commercial Confidential rov1 e DA w1th 

· separate CoAs reportedlY covering all_!!lvcerin ~binm ('lnts 1t received from Acidc]lem 
International from (b)( ) -Commercial Confidential also providedltiJ4F~~lab reports 
fot ....._additional lots of glycenn reportedly from Acidchem International that were not on either of 
the lists provided to FDA during and after the inspection. 

­

­

~Qarentl y, the 1(4) - Commercial Confiaential 
r(o)(4} - Commercial Confidential,rno accomparued FUA on the mspect10n of <bX4J-ConYnerdaiConlidential was not 

(b){4) - ConYnercial Confidenti h d b . . ] b . . d aware that a een usmg ~ (b~merc1a1 Conlioenbal .
glyceru~ a e..~_e 1 _,_or . · . py Ac1dchem 


International. As a result (b)( 4) - Commercial Confidential 


~b){4J - commerc1at eonlident1 C · I C f·a 
According 

(b)( 4) 
to the EIR 

-
fm 

Comrriercial 
its (6) ( 4) - ommerc1a 

Confidential 

on I en Ia 

t•
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I fully discussed this matter ~_jth nfficials from Acidchem International during the subject 
Wf<4)- Commeroal Con.iden 1

inspection. Mr 
1 

Marketing Manager for 
.....,._ 

prov1ded 
• 

most of the infonnation 
in the following paragraphs. The following three points are noted here before continuing further: 

1) Mr. and other officials ofAci9chem Intem~tional voluntarily stated that they marked 
glycerin exported to (15){Ll) - Commercial Confidential before I even broached the subject. I had 
simply begun a conversation by asking what grades ofglycerin they manufacture and export. They 
replied all glycerin exceeds 99.5% minimum USP meaning it was food and pharmaceutical grade. I 
asked if they manufactured an industrial grade glycerin. They replied no. They sai all pJvr.t&jn u ::\c 
the same, and then added about markiru> l lS_P 99 %?t';";'".,..u1, nh,,._.;., --~ported to x•>-Comner 
b)(4)- Commercial Conf1dent1al ____. 

·-

2) The Malaysian Ministry ofHealth (MOH) was m ade aware recentlv Qf iACf'irl""t~""d Tnt""t T"t onal
marking USP 99.5% minimum g]ycerin as being(b)(4) - Commercia on I en Ia The 

inspectors from MOH said they recently vis.ited the finn and discussed the matter with them. 


1 
Normally, certain countries including • require the MOH to issue a health certificate for each 

shipment of food/pharmaceutical grade glycerin exported to its country. However, no health 

certificate is required if the glycerin is labeled for industrial use. The MOB investigators did not 

seem concerned about this matter because they said the (6)(4)- Commercial Conffden ial 


{151\4) - Commercia onfidenbaY 

{bl\4J- CommercoaT Confi3entia 
3) I did not mention or provide the name of or any other jerky pet treat 

manufacturers to anybody during the inspection. 


Mr. said Acidchem International routinely exports glycerin to · Jckostly in •>-convnercoeJcoofidentool 

drums, and 
. 
has done so 

'{b)(4) -Commerea1Confi0entiiil 
It regularly sells glycenn 

• 
to 

•x•J·C 
di

• 
stributors. 

• 
Mr. 


!bX'l·CO•_,,.-

said Acidchem IntrationaLoo~ nidenot..sell glycerin directly to end-users (such as ierkv netirellt 

• 4) - Cormlercial confJC 1 • . bj{4) . Commercial Confiden 11a

manufacturers like . The finn's nmary customer m 
(5)(Lf - Commercial Confidentia 

­

He explained that following episodes of illnesses and deaths from cough syrups containing glycerin 
contaminated with diethylene glycol (DEG) around 2007, 

4 
tt>lf .eonvneraan::ort'dentl31.mplemented new 

· regulations requiring stricter oversight and testing ofglycenn, mciUding imported glycerin, intended 
for use in foods, pharmaceuticals, and cosmetics. This resulted in higher costs and loneer_dearance 

X4) - COrilmeraal Confidentia 
times for imported glycerin labeled for food and pharmaceutical use. Therefore 
~ (4) - Commercial Confiaentia 
(b (4 - Commercial Conf idential Mr. ~"" · and other officials of Acidchem 
International emphasized that it was not Acidchem International that instituted the procedure of 

• C: / h · a} d ] . b . labehng 100d p annaceutJcru e g ycenn as emg '(bl(~) • Commeroal ConrK!entlal R h . .
~rra c act erd •t ...nr'as and continues 

-~- (bX4)- ommerc1a1 ont•• en,,a 
to be their customers in who specifically request the statement as a 

shipping mark on each drum in the sales orders. 
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. h EIR .c. (b}(4} - CommerCial Confidential . (b)(4) _ commerda onfident1 . .
Accordmg to t e . 10r officials at satd Ac1dchem 
Intemat10nai 

• Commerclilf Coo!Kientiill
sent them letters explammg 

• • 
that even though the !!lxcenn 

• (b)(4) -
wa"' m:~rkP.fl 

(b )(it) - Commercial Confiaential . . the glycerin 
(b)( 4) - Commercial Confidential • Jt1ictals at (bX4) - Commercial confidenUa\say they 


requested Acidchem International provide thelJlo.With CoAs for glycerin m~ed as being for 

, • ,. )}{41 eommercraT Confidential

) -Commerc•al coo n13
' These reportedly are the Co As that provided to FDA 


during and after the inspection. 


Commerc•arConfidentia . . .Attachment ] . . to)[4j-
IS a letter provtded by to,FJ)A dunnlll t~ m",nPrtion H ~• .,,..;tt .. ~ ;~ 

(5 (4) - Commercial Confidentia and signed by Mr. (b)(4) - Commercial ConfiaentJal 
ofAc1CIChem International. It was subsequently translated and wntten m English at the bottom. It is 
generally addressed as "Dear Customer". It says the glycerin exported by "my finn'~ (Acidchem 
International) is fi t for food processing and application. I showed this letter to Mr He was 
aware of it and confirmed that he wrote it and sent it to their customers. He stated that the English 
translation was accurate. 

Attachment 2 is a letter provided bytbl(4 -CommerclarconfK!en a to FDA during its insg;,ction. It is written in 
English with some (6)(4) - Commercial Confidentia It is also dated - and also 

6/(~J • Commercial Confidenlta . 1 """""""'c-, . me<aaiCOl\liCI 

signed by Mr. Regwnal Manager · ofActdchem International. The 

~J Commerc.aiCOOfiOeii .ar were subsequently translated and written in English. De.letter eynJ ?iM tJ..~ 


methods for painting the drums of glycerin. It says (b)(4) - Commercial Confidential 

~6)(4) - Commercial Confidential 


(b)(4) - Commercial Confidential ~ 
x•J·"""""""' The Jetter concludes QY indicating the quality is the same regardless of the labeling method. I 
showed this letter to Mrll'll'•l· He was aware of it and confirmed that he wrote it and sent it to their 
customers. He stated that the English translation ofthe{61<4 - ommerc•arconr~<~entlalwas accurate. 

• . {61{4}- Commeraai"CCO en ~al •
It should be noted that according to offictals at they requested Ac1dchem 
International send them a letter regarding the suitability of using the glycerin labeled as tt>x•P 

4{bX l - commercial connden ra However, the facsimile mark at the bottom of the letter seems to indicate that it 
was sent to (b)( 4 ) - Commerctal Confiaentia which most likely is (b ) - Commercrat Confidential in 

4 (b)( -Commercial Confidential As previol!slv npted,16Mq·C~ConfiC!iiit~ is the major distributor of Acidchem 
International's glycerin in ~ According to Mr. ·--ne sent the letters (Attachments 1 & 2) 
only to the distributors, not to end-users (such as 6}\'l -COmmercra onfidenti . He said that he does not even 
know who the end-users are. 

l6J(4 - Commerc1al Confiden 
Attachment 3 is a letter provided by to FDA dunng its inspection. It is w1itten in 
English followed by · .,_ Both statements re ortedly say the same thing. It is dated September 
20, 201 1 and signed 5y (b)(4)- Commercial Confiaentia at Acidchem International. The reason 
for the letter is a label change for glycerin 99.5% USP. It says that starting on August 1, 2011 , 
Acidchem International began adding a new label "Prohibited for human food and feed processing" 

COfumerctarCOilliOOiltial\ . c fi d . . I . .because o b)('t - reqUJrements tor non- oo app 1I CattOn. t says the quabty of the 

al .
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glycerol is not changed/affected in food application. I showed this letter to Mr. {1>)(4f-' He was aware 
. . • • llllf4l eommeraaieooMentJal . • 

of1t. He explamed that begmmng on 8/1111, began requmng that glycerin labeled 
for industrial use contain the statement about prohibited for human food and feed processing. He 
said Acidchem International sent the letter to its customers to assure them that the glycerin was still 
99.5% USP and fit for food applications. 

. W -Commere1al Con en a • • • 
Attachment 4 IS a letter provided by to FDA dunng 1ts mspection. It is written in 

._ ith some English characters in quotation marks. It is dated September 22, 201 1. The 
English words are "Prohibited for human food and feed processing", a date of201 1 8 1 (August 1, 
2011), and the letters "COA'' and "USP". Reportedly, this letter also was sent from Acidchem 
International to explain why the drums of glycerin began having swooJng marks stating "Prohibited 
for human food and feed processing". I showed this Jetter to Mr. He was aware of it and said 
it was issued for the same reason as noted in Attachment 3. 

Mr.,.,...._ and the other marketing managers and quality assurance/control managers at Acidchem 
International who are noted in the first paragraph of this section, repeatedly and strongly stated that 
all glycerin manufactured, sold, distributed, and exported by Acidchem International meets all USP 
specifications and is at least USP 99.5% rninirnwn glycerin. They said there is no lower grade 

cenn • b fj . . b J d fi industrial gly rnanu1actured .C: y the 1rm. It 1s only Ia e e or · ~ .ccmnoerd8tConftdeiili"\per the customers 
!Dl!·­

in who request it. 

Exhibit 12 is Acidchem International's specification sheet for glycerin under its specification code 
· Mr. ·-said it is the s~ification code most commonly requested by customers in 

)(4)·"""""""co • ~b/(4) . Commercial Confidential 1s · sold under th1s · spectficat10n • · 
Glyc~r.v~tM,d code. Current 

Specification references the older USP 31 methods for monograph testing. The assay 
shows the glycerin is 99.50 minimum, which is food an~J?h~aceutical grade. (NOTE: The 
product name gives the appearance that the drums are This is the gross weight of glycerin 
plus the drum. The net weight of glycerin is · as snown on sales orders). 

On 9/6/12, I verbally provided Acidchern International the lot numbers for glycerin CoAs 
. (b}(4} . Commeraal Confiden!la EIR I k d h "d · h h · · f h C A reference d m . as e t em to prov1 e me w1t t eu vers10ns o t e o s 

and the sales orders for each. They were able to provide me with all the CoAs within a few hours 
except for ...,as explained in the Jf~~~Rh below. They also were able to provide most of the sales 
orders except for some older ones 'when they were using a different software system. 

~(4 - Commerc1afCOnffi:len 1a 
The only CoAs they could not find were those for lot numbers 

COOfiiJeiili31on 8/ 15/ 1 0 as written in the 
1(6}(4} - Corrvnerclat coon~ bal ,,, -c 

tblr4Y- Commeraa EIR. The character is the 
4 eo 1eon en • • • b)(4) - Commeraal Confidenlla 

letter symbol for bX · rnmeraa ___ For th1s lot code 1t 1s The other . 
(b

(b
)(4) . Comm

)(4) 
erc1al Confidential The last four digits of the finn 's Jot code 

- Commercial Confidential 

(b)(4) - Commercial Conf1denl 1a Each 
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(b )(4) - Commercial Confidential 


IO'f41·­

I was able to review the CoAs for all lot numbers of glycerin plus the accompanying sales orders. 
Some sales orders pertained to more than one lot number. All the CoAs showed full USP 
monograph testing. The results indicated the glycerin met all USP standards and was at least 
99.50% minimum. The following paragraphs in this section explain som e ofthe CoAs and sales 
orders. 

Exhibit 13.1 - 13.2 is the CoA dated December 17,2009 for glycerin lot It shows 
the glycerin content as 99.79%. Exhibi t 14.1 -1 4 .2 is the CoA dated February 27. ~0~~~ 
Lot 

4 4
(b)( ) . commeraal Conlldenfitia l~shows the glycerin content as 99.80%. Eacbjg!..GQntains (b)( • 

)('t) • Commerc1al Con dent1a • ~~>~•l· "'1 
oth CoAs indicate the test m~~b~~ which was the version used 

by the firm at the time for former specification code . oth indicate the sales order 
number ("SQ No"Lasr'l(4 . commeraai Confl~ a HYJ,;h;.t 1 " ; "--.(;! .,]es Order 4)f f. Commercial COnfi(le:Cor"'ltf>-""'j 
deliveries to (b )(4) - Commercial ConfiCientlal which includes these '"'". lot numbers (as 
handwritten on the sales order by the £nn during_the insoection) 

1 
plus other unidentified lot numbers 

• • {5)(4} - commerd al Confidenfi3 
that apparently were not dtstnbuted to At the bottom of the sales order 

•

IS a 
header called "Shipping Marks". A.c~ording to M t;, ,, 1.,..,.._~him,ina....m<> rt-.,. "'~~ L'\beling placed on the 

drum (b)(4)- Commercial Conf1dent1al The shipping mark 
for thi:> U!Uc;l J:S ' b)(4) . Conmercial Confidential . (bX4 · Co I nfoden1ial t also fP.llUires that 

!\ • • • .~r:~"l 

(6)(4) - Commercia l Conf1dent1al be stencil marked in 
OJ{•)·COtiVI"'erCCIICOt"'cJen

,'). .....-. 
f 

Vt:r. 
(b 

said 
several years ago, customers wanted the firm's name stencil marked in on the drums, but 

. t " d. ti" ed hts (6} . Commerc1a Confidentla t prac tee was tscon nu {'t 

(b)\4)-"Commet"Ciif Confideiilli 

Exhibit 16.1- 16.2 is the CoA dated February l 0, 2012 for glycerin lot It shows the 
glycerin co_11tent as 99.84%. Exhibit 17.1-17.2 is the CoA dated February 10 2012 for ~lycerin lot 

(1l1\4J - ~IC!ii'i11(!Efilll It h th 1 · t t , E h l t . l)j{-l/-s ows e g ycenn con en as 99.840;~o. ac o t con runs Commercial Confidential 

bX4J- tommerCJa1ConfidenllatB h C A . d. h h d . 1" h.ot o s 111 ICate t e test met o s were w 11c "~·~~Ion current y 
useCJ oy the firm for glycerin exported to ,.,_...,.,under specification code " (See Exhibit 

• • tom· • • • 
] 2). Both mdtcate the sales order number..as 

~Dx•l·~ i)("l'~CCiii!li!lffioi
Rxh1h1L1R '",SalP.c: Ord""" . r~ -: I 

"P!)f glycerll]iji,U:)!4 .~Ccn~to(b)(4) - Commercial Conf1dent1a w ·ch 
includes these lot numbers (as hanawnnen on th.e sates oriler bythe fmn.duritHt .tbe. insMcfi.tion\ 

·d "fi d 1 h Th hi · k fi thi d · 1
Qlus other (b)(4) - Commercial Con identia um ent1 1e ot QUill ~rs. e s ppmg mar or s or er IS 

(b)(4) - Commercial Conf1dent1al According to Mr. · this shipping mark is the labeled 
adbes1Ve sticker identified in this report as Exhibit 4. 
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. C0Pi11M fX"•l·~ (b)(I)·CC)iitittel 

Most sales orders indicate a is required. Mr. aid a is a Certificate of 
Ori~n issued Itvthe__Malaysian Ministry of International Trade and1Dclustry under the '" . .,....._~ 

IDl\41- Commercia 1 onfidential E h"b' · th C 'fi .~ 10 · · fi h 1 · agreement. X 1 lt 19 IS e ertJ cate OJ.,.' !fH!l ll.. oct e v r. nntM .J In•
0: 


the preVlOUS paragraph that was exported to (b)( 4) - Commercial Confidentia 

P.nn 

)J~) -Commert~arContiOeiiti 

Exhibit 20.1- 20.2 is the CoA for glycerin lot The sample date is December 7, 

2011. The CoA is dated September 6, 2012, which was the date they provided the CoA to me. 

(NOTE: Malaysia uses the format of dd/mm/yyyy, thus 06/09/2012 is September 6, 2012). This 

was one of the first Co As they provided to me. When I showed them the date ofSeptember 6111, 


2012 on this CoA and several other ones, they said it was an_errorjn_retrievinl) th e. CnA 
~ frnm th..;.. 

computer syste~ whereby (b )(4) - Commercial Confid~ntial 

They later provided the com~cr coptes or the coAs or me o reVIew. l he correct CoA for lot 

lm -COiiiiiiiall~was correctly dated December 16, 2011. They provided me with a copy of the 

correctly dated CoA, but later during the inspection when sorting through the multiple records, I 

mistakenly returned the correct CoA to them and kept the incorrectly dated CoA. (NOTE: I had not 


· ~li4) - eorrrnercrareonnaent~a 
provided tl1e finn wtth the dates of the CoAs from the, EIR. I orally gave them COmmercial
only the lot numbers. The date of 12/1 6/ 11 matched the CoA for 

(b)(4) - Contldenlia 
m 
•

that EIR.). 

The CoA fol - ommerc~afCOnll<rentiiilshows the glycerin COJi),t~~ 99.76%. The Jot contain~ .:=..,_, 

{b (4) - Commercral Confidential The sales order numbeus ExhihiL2 1 i~ ~~Je~ n,..r~..,.. 

•J ·(looYnon:ial~fglycerin in •r--c..nn.ni..~ to (b)( 4) - C ommercial C onfidentialunaer 

specification code x•l ·""""' """"' . . The shipping marks for this order are ~b)(4 ) - Co~mercial Confioent1a' 
(b)(4)- Commercial Confidential•• and another one in (b){4 -Commercial Confidentla According to 

the sh1ppmg mark correlating to R~ - cxm>eraartomodenti"\[s the one saying the glycerin is _ 
proh ...ib- i-ted_. for human food. Exhibit 22 is a copy of the Cb~•>-Convnoraar~s identified by Mr. 

.d . h h He sa1 1t as t e i)(4 - nwc~alCOOlideRDal h h d f 1 . . h th E l' h
as t e~_pear on t. e ~m~!Ycenn Wit e n!! 1s 

translation below them as (6)(4) - Commercial Conf1 e nt1al Mr. 

~said sometimes customers request shipping mark~x•>-emmerdll~aving this statement and 

sometimes they do not. 

­

As previously noted, (15 4 ) - Commercial Confioentia with offices in ) :IJ) - Commercia Confidentia 


is the major customer/ cfistributor of Acidchem International's glycerin in x•> -~ At least x•l · of the 

sales orders I reviewed showed 4 (b)( -Commercial onfidential as the consignee. Thus it appears that 
~ eommerc1al Coiiliilential . • • • . 6)[4 - C"ommercial Confidentia 


lS the maJor supplier ofAc1dchem International's glycenn to 
­

X4J- c..nmeraai Confi<Mnti 

Exhibit 23.1- 23.2 is the CoA dated April 22, 20 11 for glycerin l~t · . . It shows the 

glycerin content as 99.80%. The lot contains (b)(4)- Commerc1ai.Conf1dent1al The sales order 

number is ........... Exhibit 24 is Sales Order {b1(4)- Commercial Confidential f glycerin in lb •J·Commen:ial~ to 

15)(4) _ Commercial Confioential (b)(4} - ommercial Confident! 

This lot number plus glycerin lots(l5 4) - Commercial Con I entia •. .__eo(as 
handwritten on the sales order by the finn during the inspection) oJus otQ.er__unitientifj firl lot !lll':':JI bers 

were included in the shipment. Glycerin Iots(b)(4) - Commercial ConfJaentJa and 
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4 - CorrrneraafCOOI'ilential 
Exhibit 26.1- 26.2 is the CoA dated July 15, 2010 for glycerin lot It shows the 
glycerin content as 99.80%. The lot contains(b ) Lt - Commercial Confidential The sales order 

. '{6J4}-canmert'faiCOOilJeiillal Exh'b' . S } O d nurnber lS 1 1t 27 1s a es r eJ' ,1lX4) - CommeraaiCOnfidenllalc. .n , .....,.._ • .

- Commercial Confidential 
<:!Pn!>l"!>t"' d ..J, ,.,.>=>n 

of glycerin in •x•,.-eom.,...;Ol ~•nfld•"~"to (b)(~ 
(b)(4)- Commercia Confident!~ This lot number was included as part of the" .,__delivery as handwritten 

on the sales order by the firm_ during th.e insn~cfion. The shipping mark for all the glycerin in this 
order is(15)(4) - C'ommerclaiConfldentla 

Exhibit 28.1-28.2 is the CoA dated January 9, 2010 for glycerin l9t(b)[4}-COm~ It shows the 
glycerin content as ~9.79%, The lot contains (b)(4)- Commercial Confident1a The sales order 
number is'tDl14) COmmerCial Confidenti Exhibit 29 is Sales Order 4(bX )-C«nmerciaiCOnfl . nr~ellli~P nf' 

glycerin in::_•• c:-me ..... ~... to (b )(4) - Commercial Confidential fim1 
not listed iilFACTS). This lot number pJus glycerin lots b 4 -Commercial Confi entia! __ _ ,as 
handwritten on the sales order by the fi rm during the inspection) olus other unidenti£efr! dlot ,..,""'t.l-""l." 
were included in the shipmen~ . Glvcerin llnCtdfidh t\{1

(0)(4) • CommertJa on 
w

1 en 1a , 
4) - Commercial Con I en Ia 

ere identified in the EJR for "Tevtewea me l-OAs at ACiacliem ternational 
for all .,. ots and they appeared to meft USP standards. The shipping mark for all the glycerin in 
this order is [b)(41 - Commerc1ai"Confidentla~ 

SAMPLES COLLECTED 

I collected five investigational samples during the inspection on 9/6/12. The CVM assignment 
requested that samples be collected ofcrude glycerin, all different grades of finished product 
glycerin, and raw material oils used to make glycerin. All samncleslidwe.tt,re submitted to FDA's 

. . • • . . . b)(4) - Commerc1al on en a .
Forensic Chemistry Center 111 Cmcmnab, OH v1a from Malays1a. The 
glycerin samples were to be analyzed for impurities and contaminants, including diethylene glycol 
(DEG) and ethylene glycol (EG). The raw material oils were to be analyzed for identity and 
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composition. The five samples are as follows with the collection reports being included as 
attachments to this report. 

INV 769886 consisted of 61 500 mi. bottles (3 liters total) of crude glycerin collected from spigot of 
bulk glycerin storage tank _ . ~ 

INV 769887 consisted of 6/ 500 ml. bottles (3 liters total) of refin~ bleached, deodorized (RBD) 
glycerin collected from spigot of refined glycerin storage tank .,.........., 


TNV 769888 consisted of 6/ 500 mi. bottles (3 liters total) ofRBD glycerin collected by employees 
of firm inside the drumming room. They collected the sample due to restricted access in~o this 
room. I observed the sample collection through a window. They filled approximately 500 rnl. of 
glycerin into each plastic bottle from an_rcmrxili~r1 vc fifiJdlin cr line. The sample was collected from 

(b)(4). ommerc1a on 1 en 11a 

glycerin transferred from bulk tank The firm was not filling glycerin on the 
date ofsample collection (9/6/12). They had filled glycerin from bulk storage tank ........into IBCs 

on 9/5/12. 

INV 769889 consisted of 2/ 500 mi. bottles (lliter total) of crude palm kernel oil collected from a 
tanker truck while it was unloading the palm kernel oil into a bulk storage tank. 

INV 769890 consisted of2/500 ml. bottles (!liter total) ofRBD palm stearine collected from a 
tanker truck while it was unloading the palm stearine into a bulk storage tank. 

Exhibit 32 is a compact disk (CD) with digital photographs of sample collection sites copied onto it. 
It is sealed in an FDA-525. 

REFUSALS 

No refusals were encountered during the inspection. 

EXHIBITS COLLECTED 

Exhibit 1: Company brochure of various fatty acids products and glycerin 

Exhibit 2: Copy of the metal seal caps applied to drums of glycerin 

Exhibit 3: Labeled sticker for PALMAC brand glycerin 

Exhibit 4: Sticker for glycerin labeled ' (6)(4) - Com_m_e_r-cial Confiaential 

Exhibit 5.1: Site diagram of "Acidchem I " 

Exhibit 5.2: Site diagram of"Acidchem 2" 
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Exhibit 6.1-6.2: Flow diagram for glycerin 

Exhibit 7: HACCP plan for glycerin 
Exhibit 8.1 : General USP 35 specification sheet for glycerin 99.7% minimum 
Exhibit 8.2: USP 35 spec. sheet for glycerin 99.7% min. for tb)(4 - ommerciart:OnfKleffi~a 

Exhibit 9: List of boiler water chemicals 
Exhibit 10.1- 10.6: Vendor audit checklist 

Exhibit 11: Product recall checklist 
>x•r:-c- -­

Exhibit 12: Specification sheet for glycerin specification code 
'fi f I . ti 1 . I Exhibit 13.1-13.2: Certl 1cate o Ana ysts or g ycenn ot ~

1 ~Caflden~~a~
• ))(~) - Commercial Conli0entl3 

Exhibit 14.1-14.2: Certificate of Analysis for glycerin lot 
l . t (o 4) - Commerctal Confidential

Exhibit 15: S a 1 es 0 r der {b~raan:Oillld"ntlal g ycerm o
• • • )){4)- Commeroal Confidenbal 

Exhibit 16.1 - 16.2: Certificate of Analysis for glycenn lot 

Exhibit Cerhficate 
• • 

17.1-17.2: ofAnalysts for glycenn 
, 

lot 
(b)(4) Commer~ Conldenti..

Sales Order · - ·or glycerin to(b)(4)- Commercial Confiaential Exhibit 18: 
'fi t f 0 · · (b )(4Exhibit .c: b 1 · 19: ert a ove g t ) - Commercial ConfidentiaC 1 1ca e o ngm 10r ycenn o ~ 


Exhibit 20.1- 20.2: Certificate of Analysis for glycerin lottb1C~J - COiT1iimiaiCOi\liaer\llaiL..-~ 

Sales Ordel x•J·"""""..for glycerin to (b)(4) - Commercial Confidential 
Exhibit 21: 

Exhibit 22: Shipping mark stating glycerin prohibited for human food and feed 
. • • {6)(4)- CommerciafCOnfiC!entia

Exhibit 23.1- 23 .2: CertJficate of Analysis for glycenn lot 
· ~ I . (bJ 4) - Commercial Confidential

Exhibit 24: S a I es 0 rde1 or g ycenn to 
~~ 

Exhibit 25: Certificate of Origin for above glycerin to (b)(4)- Commercial Confidential 
t6)(4) - Conmeroal Coofidenbal 

Exhibit 26.1- 26.2: Certificate of Analysis for glycerin lot 
Sales Order Cb"K'fJ~meraarconndentiiilglycerin to (b)(4}-Commercial Confiaentia Exhibit 27: 

.fi f al . fi l . 1 Exhibit 28.1- 28.2: Certl tcate o An ys1s or g ycenn ot {6 4) - Convneroal Coofidenbal

1 . t 
Exhibit 29: S a~1 0 rMd g~mno 

30: Sales order' _.__,for .. glycerin to Exhibit (15)(4)- Commercial Confidential 

Exhibit 31.1: Shipping mark in indicating glycerin as food additive 

Exhibit 31.2: English translation of above shipping mark for glycerin 

Exhibit 32: CD with digital photographs of sample collection sites 

comrrii!ffi:ICOOMeilli '(OJ{ - b){4) - Commercial Connden Jal

ATTACHMENTS 

Collection Report for Sample INV 769886 

Col1ection Report for Sample INV 769887 

Collection Report for Sample INV 769888 

Collection Report for Sample JNV 769889 
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Collection Report for Sample INV 769890 

Attachment 1: Memorandum from FDA's Center for Veterinar~.M.;,?j~ine dated 7/12/12 requesting 
inspections and sample collections at glycerin manufacturers in r-< 

Attachment 2: Letter from Acidchem International to customers indicating glycerin marked 
as being for industrial use only is fi t for food processing and application 

Attachment 3: Letter from Acidchem International to customers explaining the methods for 
labeling drums ofglycerin as being for industrial use 

Attachments 4 & 5: Letters from Acidchem International to customers explaining why phrase 
"Prohibited for human food and feed processing" was added to drums of glycerin 

){4 - Commercial Conlidentla 
(NOTE: Attachments 2-5 were originally provided to FDA during inspection of 
• (b){4) - COmmerc1al onfidentia ). m 

David J. LeRay, Investigator 

29 of29 




