
DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINJSTRATION 

DIS ~NfO 

12420 Park.lawn Drive, Room 2032 
Rockville, MD 20857 
ORAPHARMintemational483responses@fda.hhs.gov 

-Niil>TITIR NlM0UA&. TO WHOM REPORT ISS 

Dt Satyajit Tillu, Site Head and Senior General Manager 
STREET ADDRESS 

DA E(S)O INS I N 

02/l l/2025-02/17/2025 
E-BER 

3008763768 

Piramal Pharma Limited Plot C-43 TTC Industrial Area; Thane Belapur Rd 
art. STATE. 000E. COUNTRY TYPE ESTABllS><MENT INSPECTED 

Navi Mumbai, Maharashtra, 400703 , India API Manufacturer 

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

DlJRING AN INSPECTION OF YOUR FIRM I OBSERVED: 

QlJALITY SYSTEM 

OBSERVATION 1 

The responsibilities and procedures applicable to the quality control unit are not in writing and fully 
followed. 

Specifically, 

H4' • C6l 
A. OJLFeb;;;,ua 1th, 2025, I conducted a walkthrough of 

00~ . 
... -~I. fc3pprox1mately 1: 10 pm, I obs rveai 

R.oom c•iused to 
00~

11qmopresenUh.ro1~f~out the 
floor of the Roo ~and visuall leaking_Jrom the adiacentl'L....Connecte~><4l &:ess_~k. 

1)1' 7 used to store the "'><4l~ mt 
----- ,) (4) (b)(a-......-. '" (b)(4)03 was ast used fo1 ,.J .________m en ed roil jBatch 

No operator or supervisor was present in the room at the timhrmeobservecl incident. According 
to the Site Head, the operator responsible for stopping.l!!g Cb)tl unit had gone to lunch 
and the leaking was likely due to the gasket on the Cb><~vesselo emg loose. However, there 
was no documentation of the operator activity or his presence within the room. In addition, the 
equipment logbook nor line clearance checklist include a check for the CbR'\essel gasket. 
Lastly, the Cb11' time frame is not defined or appropriate y ocument within the 
equipment usage logbooks or associated activity form. 

B. On February 11th, 2025, I conducted a walkthro~gh of the Cb11' roduction area and the 
associated Production Office. I observed that dispensing ma ena we1g s eets and Line Clearance 

OATE ISSUED 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

Nm ION 

12420 Parklawn Drive, Room 2032 02/1 l/2025-02/17/2025 
EJ NUMBERRockville, MD 20857 

3008763768ORAPHARMintemationa1483respon_ses@fda.hhs.gov 

-Nm D 

Dr Satyajit Tillu, Site Head and Senior General Manager 

Pirarnal Pharma Limited 
STREET SS 

Plot C-43 ITC Industrial Area; Thane Belapur Rd 
aTY, ST,_TE, ZIP OODE. COUNTRY 

Navi Mumbai, Maharashtra, 400703, India 
TYPE EST"8US INSPECTED 

API Manufacturer 

Checklist 01:.Disnensing ofRaw Materials associated witlt (b)(-O(non-U.S APJ product), 
Batch No CbH4l wa, stored..directhchetween pages ofexecuteabatc'h manufacturin record 

(b)(4 • ~ (b)(4l (6}1,lJ 
(BMR) o Cruae_.....=----..-,--,,.--..- Batch Size: Batch No. --~he 
Production Officer respons1 e for stonn~a_wav h.e ;om1 e.d eco ds state 7liatne recently

• d £f. h • Cb>W • 1 • C dsio,;ne a ,.,~._.,...,._, .ec R'6,,WCltons fol) te s mvo vmg ru e 
and raw material d1spensmg s eps or CbTCl atch No. Cb)l 

(b)(4,J--------

CbT(-0' {l>H4
C. The 09 iJC4J ofu,.1are used to control and monitor the step for APis had 

the following alarms reported throughou~ C6rc"r1'r batches Cb><4lbetween October 
24, 2024 - December 25, 2024: ___..... 

SEE REVERSE 
OF THIS PAGE 

Guerlain Ulysse, Investigator 0, (J.> 
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DEPARTMENT OF HEALTH AND FIUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

OISTRICT AOORESS ANO PHONe NUMBER 

12420 Parklawn Drive, Room 2032 
Rockville, MD 20857 
ORAPHARMinternationa1483responses@fda.hhs.gov 

NAME ANO TnU OF INCMDUAL TOWHOM REPORT ISSUEO 

Dr Satyajit Tillu, Site Head and Senior. General Manager 
FlfWNAME STREET ADDRESS 

OATE(SI OF INSPECTION 

02/ 11/2025-02/l 7/2025 
FEI NUMBER 

3008763768 

Piramal Pharma Limited Plot C-43 ITC Industrial Area; Thane Belapur Rd 
CITY, STAT<, ZIP CODE, COUNTRY TYPE ESTABLISHMENT INSPECTED 

Navi Mumbai ·Maharashtra. 400103..Jn.dia.______,A,_,P._._.TM~ an.ufactm.e,.._:r____________crc 
6 4 

._Ho:w.ev_er. there was...no i~~~stigation or documented explanation as to why theL (b>1")gauge alarm and 
~larm remained present and unacknowledged for multiple hours throughout 

ltheAPI batch (bH process. In addition, the equipment alarms have not being challenged as part 
of Installation, Operation, and Performance Qualification (IQ/OQ/PQ). 

(6)1ilt . ,I (b)14l
D. The ~oftware used to control and momtor the .-----, process step for AP Is 

had the following alarms reported througho~t ;_]Batch # I {"Yr1 API batch 
processed between February 08, 2025, and Febr.uary n, 202 : 

J (b)1~ 
1. Appro,omatelv six_l.6) (bH4>,.-.-____1alarms 
2. One (l)I alarms 

.. _ e- ___ve p-1_,i3. Approxun· _at_ ly ele- _n_ _'-.: (b>%ci warning alarms 

•4. Approximately two (2) r arning alarms 
1 

• However, there was no investigation or documented explanation as to why the alarms remained present 
and unacknowledged for multiple hours throughout the API ba.ltcH (b)' 

0
'" process{ his : desoite 

-r=(6><~ . In . I . . ' I (b><4>the1.___...1vendor Operatmg struct10ns rnanua categonzmg ___...,..__a am1s and 
alarms as - Type 10 alarm: Stop the device. In addition, the equipment alarms have not bemg c aHenged 

• as part of Installation, Operation, and Performanc.e Qualification (IQ/OQ/PQ). 

SEE REVERSE Guerlain Ulysse, Investigator 
OF THIS PAGE 
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OEPARTMl:NT OF HEALTH AND H1JMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

OATE(S) OF INSPECTIONTRJCT ADORESS ANO PttONE NUMBER 

0,2/11/2025-02/i 7 /2025 12420 Parklawn Drive, Room 2032 
FEI NUMBER 

Rockville MD 20857 
: , ~~,WMm,:\}'T~;.i!l';,~~~i>.~"/~'lrl~'m- • , 

~ ' . t'.ttt~pnnseS~•lUff°!nus-:g~~...'f{~ln1l ,~~;'Q:b,~ ·"' 

~ N«> Tm.£ Of" INDIVIDUAL TO WHOM REPORT ISSUED 

Dr Satyajit Tillu, Site Head and Senior General Manager 
FIRMNAME 

Piramal Pharma Limited 
C!TY. STATe, ZIP C00E. COUNTRY 

Navi Mumbai, Maharashtra, 400703, India 

STREET ADDRESS 

Plot C-43 TIC Industrial Area; Thane Belapur Rd 
TYPE ESTABLISHMENT INSPECTED 

API Manufacturer 

OBSERVATION 2 

Written records of investigation of an active pharmaceutical ingredient (API) do not include follow-up. 

Specifically, 

{6)(4} 

A. Four (4) deviations er.e-{.;~ll,orted between March 06 - March 18, 2024, foTL_ Cb><4>4
09, due to th~ i,., teps ofb (b,c batches being stuck_~ 

----1 (6Jlill ,-.. CbH4t
cycle. The first mc1 ent occurred on arc ioo,20'24, fo itlatc~o·_,,..,.....,,-,---,..,.....1Lhe second4 
incident occurred on March 09, 2024, for (b)(1Batch No. Cb>< the third incident occurred 

4 4 on March 12th 2025 for <6R >Bl'l.tcb..N.Cbn>"" ~ c and the fourth incident o..s:;curred on March 
(b)(ilJ ,~, . (6f(4l

17, 2024 for...____,_Batch No._____.wrucn was her reprocessed mto_____The 
following deficiencies were noted concerning the deviations: 

1. There is no documented quality risk assessment performed to determine continued 
_ . (b) (ill (b1 (4)

manufactunng operat10ns of subsequent .................--batches on the same 
(b,{,l~hD9, while the inyestigation remained open for the deviation involving batch, 

Cb><~ t N >J<<llf-'a C 0. 

2. There was no investi ation report opened at the time incident involving ~ CbTC4l atch No. 
(b,{4~ . (b1

cycle bemg stuck at Step No. c41on March 09, 024. Batch No. 
Cb><4>~--- ..:1 b • • • d ft th d • • ... h .was uocl\men1e.u_asCb><<i1mg mvest1gate a er e ec1S1on to manu1acture t e 

next batch Batch NoJ. ______.,.Start Date: March 12, 2024, with the same equipment. 
Batch No. (b)( subsequently had the similar reported deviation on March 15, 2024. 

3. There is no ocurnen.tation of service r n ineerinJ:ULctivities and maintenance checks 
• d b ...c d 1: l d Cb><"~09 • • 1 • CbJlreqmre to e peuorme 1or t 1e repeate issues mvo vm 

Batch No.I CbT<4l nd Cb)<4J03atch CbH4l ----.1 

(b)(4 f CbH4> Cb,c4J i-TuT(4)
4. Batcn No. ~ h o. 1and Batch No 1 • 

Cb><4>nave-no been evaluatedr or staoi.11ty throughouto atch proouct expiry de._s_,i_t~-.J 
....d,...ev"""'i,...ati_,.·o...n from the validatedl...._ __ CbT00setnaitltQf --oiTc4 or the (b)(

CbTC<ll · !:;-;;'I (b)(4i . . (b)(4)
sta_g_e ofthe Qrocess. Tue1 1deviated to approximately 

(6)(41 ---~· (l,f(l • - -----J or approx1mate1y 

, 

DATE ISSUED 
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DEPARTMENT OF HEALTR AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DlSTRJCT IJ)l)RESS AND HONE NUMBER 

12420 Parklawn Drive, Room 2032 
Rockvflle, MD 20857 
ORAPHARM1ntemational483responses@fda .hhs.gov 

N.\MEAND 

Dr Satyajit Tillu, Site Head and Senior General Manager 
FIRM . E 

Piramal Phanna Limited 
CITY, ST" Tl!. ZI' OOOE, COUNTRY 

Navi Mumbai, Maharashtra, 400703, India 

D"TE(SJOF INSPECTION 

02/ l l/2025-02/17/2025 
f ElNUMBER 

3008763768 

STREET ..O0RESS 

Plot C-43 TTC Industrial Area; Thane Belapur Rd 
TYPE EST ...BUS>IMENT INSPECTED 

API Manufac turer 

4 
B. eviatJfl.R DV/LA-22-023 was initiated on May 23 2022 due to th~-- iJC~te iJC > 

1 • • • ) C (6Y(41R h N (b1(4)b . k.. t~ (b)(4)activ1t1es 1or..._______,.,_,atc o. ____ emP....stuc a'->-'_te.o-(1,i--lif .___ 
•><•and therefore bein manually promoted to ste~~No. l of the •><• 

(b)(4) 1 h (b)(4~ . d b (b)(4~(S fi (b><4> _ _,,_.,..eye e. T e\._.......,..____-,--_.......,,remame etwee1 ____. pec1 1cat1on:..,_____ 
after being manually promoted to the Cb <4f step and while maintenance was 

1 

simultaneously being oerf.onned on the (b><4>6etween ~ ay 22 - 2~ 2022. According to the 
• • • h • ---1 _ (b)(4 

01its1'd he va l'd 1 1· ~ (b~4~may impact • API .mvestigation, avm~ ___ ~ t1 ate 1m1t o 
4water content and ,---~, ontent. (b)(i.8.£.I b~tch No. (b>< >Retest Date: April 

2025 was released to the U.S market on (bH4lafter having passing yield and quality 
results for purity, assay, and water content. However, the batch was not monitored for stability 
throughout its API Retest Date, despite deviation from the validated,_____ (bT<4lprocess and 

(b3 pecification. 

OBSERVATION 3 

Written records of investigation ofan API complaint do not include adequate follow-up. 

Specifically, 

Customer Comn(bl~<i4nt CC-22-06 was initiated on May 21, 2022, due foreign particles being observed for 
, l (b)(4J

us_P, Batch Nq .....,...-.,-,--~Retest Date: May 2024. Samples from another API batch, 
Batch No (b1 j,as used to test traces ol potential foreign/metallic particles. However, there was 
no documented attempt to retrieve and test the customer complaint sample. In addition, retention samples 
of the sample batch were not tested. According to the Quality Control Head, there was not enouoh 
retention samples available to test the sample complaint batch. This is despiter--(b1<41units of,___(b> ~> 
samples for Batch No (bT(-O:being documented as retain within the ContiofSample Register at the 
time of the investigatton. owever, there is no documented reasoning as to how the control same size 
necessary to conduct the complaint investigation was determined. According to SOP CIC/QA/ 11 Handling 
ofCustomer Complaints, Version 10, Effective Date: ~ebruary 22, 2022, Section 5.5, the Quality Control 
unit must examine the retain sample ofthe complaint batch and check for physicaf parameters. In addition, 
compare the retain sample with the sample, if received along with the complaint. 

DATE ISSUED 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUO ADMINISTRATION 

DISTRIC N>0R S PHON1: 1'1UM8ER DAlE(S) OF INSPECllON 

12420 Parklawn Drive, Ro-om 2032 02/ I i/2025-02/17/2025 
FEINUMBERRockville, MD 20857 
3008763768ORAPHARMintemational483responses@fda.hhs.gov 

N-ID 11ne OF INDIVIDUAL TO WHOM REPORT ISSUED 

Dr Satyajit Tillu, Site Head and Senior General Manager 
l'lRM NAME STREET ADDRESS 

Piramal Pharma Limited Plot C-43 TIC Industrial Area; Thane Belapur Rd 
CITY, STATE. ZIP CODE. COUNTRY TYPE ESTABLISHMENT INSPECTED 

Navi Mumbai,.Maharashtra, 400703, India API Manufacturer 

FACILITIES AND EQUIPMENT SYSTEM 

OBSERVATION 4 

The cleaning ofequipment is inadequate. 

Specifically, 

A. Cleaning procedures have not been validated for shared equipment used to manufacture and 
process crude APis for the U.S and other global markets. For example, the following shared 
equipment have not been evaluated as part of a cleaning validation program: 

CbTOO CbTt<ll W(1 · · 1. _J)4 was used for __ ,.J step mvolvmg 
Cb><4> j ctivity Date: December 31, 2024, to January 02, 2025, 

ana "--,------,....,,...... December 28, 2024, to December 31 2024. The same batch..F~~> 
• 1 d .:. (bJ(4) • l . (b)<<llB h N " preVIous y use 1or_____,step mvo ymg ~-:---,:-::-:,-,------ ate o. ._______ 

Activi Date· December_25.,.202.!lll>tfl>Der mbeJ;>, 6, 2024. ---. ~ 
2. Cb><4> 04 was used for (b) step involving 

Cb>< ~ tivity Date: November 28, 2024. to December O1, 2024,
00~ ~~ ~~ . 

and_ __, w.J om November 27 - 28~2024. The samr ~ as also previously 
used for :.J step involving Cb~ Batch No. l Cb><j Activity Date: 
November 24, 2024 to November 25, 2024. 

(6)14}~3" r-iCbTt<ll d fi3. ~ was use or 
Cb><l ctivity Date: October 12 2024, to October 

(b)(4},.,------·----. & .,.- - (6)(4l. . 
;.,3 was also previous y used 1o"l___ ,------~~-,--____,,,..mvolvmg 

WCl Activity Date: October 07, 2024, to October 13,
Lo.-,-,-,----------------
2024. 

(6)("h6 (bT(<ll d (b,til . .4. l' was use mvolvmg 
00" ~- TActivity Date: Se12tember 26 2024 - Se tember 28, 2024. 

- ---- • 1 d .,. (b)(-0 , I .he same als...o ore~1ous y use tor ,_____________, mvo vmg
(6)(4) 

Cb)( ~ ctivity Date: September 19 - 20, 2024 and Cbil 
Batch No. (b)(' Activity Date: September 16 - 18, 2024. 

DATE ISSUED 

02 / 17 / 2025SEE REVERSE Guerlain Ulysse, Investigator c,,vo 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATION 

DATE(S) OF INSPECTION CNSTIUCT AOOIIESS N-10 rnum: NUMBER 

02/l l/2025-02/17/2025 12420 Parklawn Drive, Room 2032 
FEI NVM8ER Rockville, MD 20857 
3008763768 ORAPHARMintemationa1483responses@fda.hhs.gov 

IW.4E 1>HO TTT\.E Of INDMD\JAL TO WHOM REPORT ISSUED 

Dr Satyajit Tillu, Site Head and Senior General Manager 
FlRMNAME STREET I\ODRESS 

Piramal Pharma Limited Plot C-43 TTC Industrial Area; Thane Belapur Rd 
CITY. STATE. ZIP C00E. CO\MlRY TYPE ESTABLISHMENT INSPECTED 

Navi Mumbai, Maharashtra, 400703, India API Manufacturer 

B. During the inspection walkthrough on Febmary 11 tlb J)25...lohse_n,_ed a nattiall~rf~rn 1 C:based
4 

material stored directly withi th~ (b::.;yessel of (b)( ; J)6)~ 1?h was
4 

most recently used to process Batch No. 'stet;Dur!Il~ the 
inspection. the ,Site Head and QA Head identified the material ?S (b)(1for (b)(4 sed 
duringf (bH4loperations of the previous batch. However,1 (b1 ~JJ6 was aocumente as eing 
cleaneJwiUiin the Batch Equipment Cleaning Record (BECR) and had a clean equipment status, 
completed on: Februruy 10, 2025, and valid up unti( (b><4j 

PRODUCTION SYSTEM 

OBSERVATION 5 

Master production and control records lack complete manufacturing and control instructions, written 
specifications, and precautions to be_followed. 

Specifically, 

(bT(4lA. Section 8.1 8 of the Master Batch Manufacturing Record (BMR) of Crude (b)(4) 
reciuires the onerator to1 (bH4l·i,------~ 

r (b><4>-~.... !However, MBR 
~~cp~ Ul,;lUU~cCu ous 10 11 ,_ __,,__________ps per the MtsR instructions. 
In addition, the( (b)(4:step has greyed start and end time sections and checked 
by sections. Tlieretore, operators are not able to appropriately document the cycle start and end 
t ime. For example: 

• • J (6)(4) '1{il 

I . The executed BMR for Crude "~------ Batch No (b included• (b)(4-r , (b)(4),
documentation o ...,_,,---,---,--''cycles mstead of the ---_.,.......,nstructed by 
the master BMR. No written deviation has been initiate 'lorthe change in the validated 
procedure. 

j (b)14l ·CbT(4l 
2. The executed BMR for Crud~ !Batch No.I (b)( ' 'ncluded the 

4
following written remark on theback page: I ]end time column is 
shaded hence end time written in remark column·-. ________, 

DATE ISSUED 
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DISTRICT AOMESS AH0 PHONE NUMBER OATE(S) OF INSFECTION 

12420 Parklawn Drive, Room 2032 02/11/2025-02/17/2025 
FEI NUMBERRockville, MD 20857 
30087637680RAPHARMintemational483responses@fda.hhs.gov 

NAME AHO TIT\.E Of' INDIVIDUAi. TO WHOM REPORT ISSUED 

Dr Satyajit Tillu, Site Head and Senior General Manager 
FIRM NAME STREET ADDRESS 

Piramal Pharma Limited Plot C-43 TTC Industrial Area; Thane Belapur Rd 
CITY, STATE. ZIP C00E. COUNTRY TYPE ESTA8LISHMEl<T INSPECTED 

Navi Mumbai, Maharashtra, 400703, India API Manufacturer 

3. The executed BMR for Crude! c1JJC
4lBatch No .I (b)1<1 included the 

following written remark on the back page: End time o _______(b_~_<
4 has recorded in 

remark Column. End time Column is shaded. 

. .I (bTC-0B. Operators are required to perfonn:._ as per the 
Master Batch Manufacturing Record (BMR) of Crude (b)(4However, Version 
03 (Effective Date: December 14, 2024) of the master BMR has greyed out the Start and End Time 
sections and Checked Bv sections for I (b111steps. Executed BMRs do not include 

. fj (b)14~ . . J (1,)14~ . .documentation o ______;,tep requmng ~,______... ittme. 

MATERIALS SYSTEM 

OB·SERVATION 6 

There is a failure to handle and store components, key starting materials, API containers, and closures at 
all times in a manner to prevent contamination and ensure satisfactory conformance to the identity and 
strength ofeach active ingredient. 

A. According to the Site Head and QA Head, Key Starting Materials (KSMs) used to manufacture 
APis for the U.S market and that are labelled with frozen and refrigerated storage label 
requirements are shipped and received at the firm via room temperature conditions. This includes 
the following KSMs transported at room temperature for multiple days (more than 24 hours) and 

• shipped without any assurance ofcold chain custody: 

(bTC4J 

OATE ISSUEO 
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DEPARTMENT OF HEALT H AND HUMAN SERVICES 
FOOD AND DRUG ADMINISTRATlON 

OISTRICT AOORESS NtO PHONE NUM8ER 

12420 Parklawn Drive, Room 2032 
Rockville, MD 20857 
0RAPHARM1ntemational483responses@fda.hhs.gov 

NAME ""°TTT\.E Of' 1/fOMOUAI. TO WHOM REPORT ISSUED 

Dr Satyajit Tillu, Site Head and Senior General Manager 
FlRMNAME STREET ADDRESS 

OATE(S)Of INSfECTION 

02/1 J/2025-02/17/2025 
FEINUMBER 

3008763768 

Piramal Pharma Limited Plot C-43 TTC Industrial Area; Thane Belapur Rd 
CITY. STATE. E P CODE. COUNTRY TYPE ESTABLISHMENT INSPECTED 

- NavTMumbaT,Mahaiasiitri;4oo10f'incITa- -··- ·-··· ·-·--· Arrfvianuracturer--~- -···~·~-T~......,..~.--.••_ .,. _~,---H-•- - ·--•-.-

1.----------.(bTC-0 

B. On FebruaIY-Uth...202, .5, I observe~ (bT<-Oforeign matter within the1 
(b"-,,. T (b)(4 (b)(4t {bH4~ , '"' • 

'"~'.Qfl API Batch No. held withinl ,• vessel,,
(b) (4), ______ ,.__ ' (b)(4>c--'- ' 

02, ___µ unng the mspection, the, --1uatter was isolated from the 1 (bH4>md sent 
for external laboratory testing. The identification testing demonstrated that the foreign matter

(b>~ d . . .. stem.med from the 'l.lrum use processing act1v1t1es. 

*DATES OF INSPECTION 
02/11/2025 (Tue), 02/12/2025 (Wed), 02/13/2025 (Thu), 02/14/2025 (Fri), 02/17/2025 (Mon). 

OATE ISSUEO 
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The observations of objectionable conditions and practices listed on the front of this form 
are reported: 
1. Pursuant to Section 704(b) of the Federal Food, Drug and Cosmetic Act, or 
2. To assist firms inspected in complying with the Acts and regulations enforced by the 

Food and Drug Administration. 

Section 704(b) of the Federal Food, Drug, and Cosmetic Act (21 USC 374(b)) provides: 
"Upon completion of any such inspection of a factory, warehouse, consulting 

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




