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MEDICAL PRODUCTS AGENCY
Drug Inspectorate

Lilian Hamilten

Paul Thadikonda
President & CEQ

Eminsnt Service Corporation
7495 New Technology Way
Frederick, MD 21703-9401
USA

Re: Draft inspection report

Dear Mr Thadikonda,
Pleasc find sttached our draft report from our inspection of il at your site.

You may correct facts if we have made eny mistakes. Please respond with your plan for
corrective actions no Jater than 29 of September 2002. Thanks for your co-operation.

Yours sincersly,

SWMWM

Copies:

Attachment: Draft report
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L. Hamilton

Inspected site:

Activities Carried out by
company
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2002-09-12 EMEA/H/CAE9
24:2002/45523

GMP INSPECTION REPORT

Eminent Services Corporation
7495 New Technology Way
Frederick, MD 21703-9401

USA
Phone: +1 240629 1972  Fax:+1 240 629 3298

Manufscture of Active Ingrodicnt
Manufacture of Finished Medicinal Product
Manufacture of Intermediate or bulk
thgi'n;

Importing

Laboratory Testing

Batch Control and Batch Release

Other: Storage and Distribution

L

Fl
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2002-08-30

Ms Lilisn Hamilton, principal pharmaceutical inspector, Medical
Products Agency (MPA), Sweden

Ms Siv Asplund Peird, expert, Modical Products Agency (MPA),
Swaden

P, EMEA application number EMEA/H/C/369

Emins;nSmuCurpMpmridumm:mm-h
cal industry. Dr K. Paul Thadikonda started the firm in

pharmeaceuti
1998, Eminent Biopharmaceuticals is a joint ventwre with @l for
dm:lbu&n muwwmmmmmzmmmls

loyed, Other services than the actual storage and
dnm'hmmfar are assisting companies in clinical studies of drugs.

This was the first inspection carried out by a competent authority of EU.
FDA was informed about the inspection. However they did not take part.
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Scope of Inspection:

Inspected areas:

Personnel met during the
inspection:

Quality Mamsgement:

Personnel:
Premises and Equipment:

Production:

Quality Control:

Contract Manufactore and
Amalysis:

EMEAH/ACNST, T4 200245521

LV/¥PA INSPEXTION Dooa
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tly - L DRGCTTAREN:
The first EU inspection of the site and covered the
gtorage and distribution of the product (R which is classified as
an orphan drug.

The arcas inspected were products receiving, storage, shipping and
review of documents.

A list of personine] met during the inspection is enclosed as amnex 1.

ingpection:

Eminent has a QA/QC manager responsible for the Quality System
including final approval of documents and release of products. The
QA/QC is independent of Production snd reports to President & CEO.
Organisational chart is included in the Site Master File.

Personnel are experienced and well trained.

Eminent Services Corporation has recently moved to an existing, free-
standing brick building. There is a card system for access in place.
However it was not yet operational. The building has a warehouse of 37
000 square fect and a two-floor office of 26 000 square feet. Tho total
facility is equipped with HVAC system. The HVAC system and storage
equipment such as the two refrigerators are under a maintenance plan.
Eminent is not currently involved in manufacture of commercial

ical formulations. Eminent has contracted private vendors to
maintain the facility and to provide pest control services.

The following documents were reviewed:

. Mmmﬂmmhmmmmm
internal  audits, incoming shipment receipt procedure, agent
storage/handling, shipping/transfer procedures, shipments-refrigerant
brick/gel packs, quarantine and release procedures

» Training files, job descriptions

s Validation of distribution of tempersture in refrigerators, the
temperature manitoring system and the alarm system.

-;:gvinhmrweivdﬁm.ﬁm&dhwhdtumﬂnm

+2 to +8 °C in cardboard boxes. At the reociving Eminent checks that no

vials are broken, Storage takes place in walk-in refrigerators. Storage
temperatures are monitored.

Visual inspection of vials was performed at receiving.
Eminent Services Comporation is a contract acceptor.

contract/technical agreememt with @M was reviewed at
@I There are no subcontracts.

The
-
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Complaints and Product
Recall:

Self Inspection:

Dirtribution and
Shipment:

LV/MPA INSPEETION koo

3(%)

There have hemmmaﬂsn_-is responsible for handling
complaints and product recalls. Eminent will perform investigations if
necessary. There have been no such investigations due to complaints so
far. Eminent has complaint and product recall procedures. However it
was not evident that they also are valid for commercial products.

There is a programme in placs for self inspections.

Shipment to Sweden is requested by fix from (NINSENEEND. Tores
boxes are packed in one igloo with gel packs. The goods are sent by car
to the airport for tranaport by plane to Stockholm and by car to Inpac,
Lund, The transport tekes 18 hours and an sdditional 24 hours at
Customs. The igloos are validated to hold tho temperature limit for 96
hours. The most current delivery date was 2002-08-19.

Questions raised relating to Not applicable

the nssessment of a marke-
ting applieation:

Site Master File:

Samples taken:

Distribution of Report:

Annexes attached:

A Site Master File was sent to MPA prior to the inspection. The Site
Master File is dated August 2002, The content of the Site Master File
was in line with observations made during the inspection by the
inspection team.

Miscellaneous:
No samples were taken.
Original to EMEA

Copies;
Filed at MPA

Emmi Frederick, att. Paul Thadikonda

Ammnex 1: List of personne! met during the inspection

__To be completed when response is received and reviewed.

Critical deficiencies:

Major deficiencies:

Other deficiencies
Premises and Equipment:

Documentation:

EMEAMICIIED, 24:2002/65323

List of Deficlencles
No critical deficiencies were observed.

No major deficiencies were observed.

1. The access to the computer room was not controlled. (EU-GMF, an-
nex 11 p 8)

2. Area for returned goods was not physically segregated or marked as
such. (EU-GMP 3.23)

3. It was not clear if the SOP for recalls was also valid for commercial

products. (EU-GMP 8.9)
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Recommendations:

Sammary and
conclusions:

Names
Signatores
Organisation

Date

EMEAHACIED, 24:30004 5523

LV/MPA INSPEETION Boos
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Tbamspwhonmmnmmﬂ:ﬂmﬂm Site should beo accepted for
storage and shipping of

To be completed when draft has been reviewed.

Lilian Hamilton Siv Asplund Peird
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Anpex 1.
From Eminent Service Corporation
Mr Paul Thadikonda President & CEO
Mr Kishore Gogineni Manager QA/QC
Mr Marc Edwards IDR Manager

Quslificd Pecson, Sweden

EMEAMICIS9, 24: 2002145523
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September 28, 2002

Siv Asplund Peiro
Lakemedelsveket
Medical Products Agency
Box 26

5-751 03 Uppsala
SWEDEN .

Re: Response to Audit Report dated September 13, 2002
Dear Ms. Peirg:

Thank you for sending the draft Audit Report for the audit performed on August 30, 2002 by Ms.
Lilian Hamilton and you. | have reviewed the above referred report and found to be acceptable.
All the deficiencies indicated in your report were corrected as of September 19, 2002. The
following are formal responses to each of the deficiency listed in the report.

1. The Access lo compuler room was not confrofled (EU-GMP, annex 11 p 8).

EMINENT is relatively a smali company with only 15 staff members. The overall
EMINENTS facility is monitored by electronic security 24-hours-a-day and seven-
days-a-week. All staff members are very well trained in the activities that EMINENT
performs. Access to general areas within the facility is not restricted to employees.

Access to Computer room is always limited to Systems Administrator and the
Management, Access to all client stations as well as servers throughout EMINENT
facility is pass-word protected and the security is administered through Microsoft
Back-Office Server running on Windows 2000 Server Technology.

EMINENT Computer Server Room is now kept locked 24-hours-a-day with effect
from August 30, 2002,

2. Area for returned goods was not physically segregated or marked as such (EU-
GMP 3.23)

EMINENT has recently relocated to this new facility. Pending for permits from
Frederick County Government to do certain aiterations in the building, returns are
being processed at the far-end of the warehouse in a segregated area, However,
the returns area is now marked with a sign "RETURNS/REJECTS® as ofgil
September 4, 2002.

The Pre-EMINENT Provider of Pharmaceutical & Info Tech Servic



Siv Asplund Peiro
September 28, 2002 Page 2

3. It was not clear if the SOP for recalls was also valid for commercial products (EU-
GMP 8.9).

The EMINENT SOP# 6013 (Study Product Recall) was renamed as Drug Product
Recall and working was revised to include the commercial drugs with effect from
September 19, 2002.

If you have any further questions or in need of additional information do not hesitate to call me at
(240) 629-1872. Thank You.

Sinceggly,

K. Paul Thadikonda, PhD
President & CEOQ

Lt

e \‘\
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MEDICAL PRODUCTS AGENCY
Paul Thadikonda
President & CEO ©©P

Eminent Service Corporation
7495 New Technology Way
Frederick, MD 21703-9401
USA

Drug Inspectorate
Lilian Hamdlton

Re: Response to draft inspection report

Dear Mr Thadikonda,
Thank you for the response to our draft report from our inspection of -at your
site,

We have reviewed your plan for corrective actions and found it to be acceptable. Based
on your response and our observations during the inspection we conclude that your
company is found to operate in accordance with the EU-GMP. The report will be
finalised and sent to EMEA,

Thanks for your co-operation.

Yours sincerely,

Pharmaceutical Inspector
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