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For release 9 a.m . C ET, March 24 th, 2009 

 

TFS resea rch  u n it su ccessfu lly  in sp ected  b y  th e  

U S Fo o d  a n d  D ru g  Ad m in istra tio n  (FD A) 
 
TFS Trial Form  Support International’s (TFS) research unit integrated w ith Karolinska Trial Alliance (KTA) at the 
Karolinska University H ospital, Stockholm , Sw eden, w as successfully inspected by the US Food and D rug 
Adm inistration (FD A) in January 2009. 
 
The research unit w hich is highly specialized in com plex First-in-Man (FIM)-, Proof of C oncept (PoC )-, 
m icrodosing- and im aging studies utilizing m ainly Positron Em ission Tom ography (PET) w as even successfully 
inspected by the Sw edish Medical Product Agency (MPA) in March 2008. 
 
“TFS and KTA have, since the initiation of the research unit, m ade every effort to ensure that it fulfils the highest 
quality standards and w e are of course very pleased to receive official verification from  the FDA that the 
selected  study lived up to FDA standards. Even if there w as no 483 as a result of the inspection, TFS has 
learnt m ore about FDA expectations, w hich w ill hopefully m ean that future studies w ill be conducted to even 
higher standards”, said Mr. Alistair Bone, D irector G lobal Q uality Assurance at TFS. 
 
The inspection w as conducted by an inspector from  the FD A as part of their routine bioresearch m onitoring 
(BIMO) In Vivo Bioequivalence inspections to determ ine if the clinical investigators and/or sites are in 
accordance w ith the current G ood C linical Practice Regulations. The inspection furtherm ore included the 
laboratory departm ents of clinical chem istry, pharm acology and m icrobiology w hich are integrated w ith the 
research unit as C enter for C linical Laboratory Studies, Karolinska University Laboratory. These laboratories 
are used as reference laboratories in connection to the early clinical developm ent studies. 
  
“The successful outcom e of this FDA inspection is another m ilestone in the close collaboration betw een 
Karolinska University Hospital and TFS and our com m on denom inator - our custom er. It show s the strength of 
com bining tw o professional organizations in a joint venture to form  the best from  two w orlds” said Professor 
Pierre Lafolie, H ead of Karolinska Trial Alliance at the Karolinska University H ospital. 
 
The inspection w as conducted betw een 19th and 22 nd of January 2009, and no Form  483  or W arning Letter 
w as issued as a result of the inspection. The inspector w ished to stress that the TFS research unit at Karolinska 
seem ed to be of good quality both w ith respect to the com petence of the trial personnel and the facilities in 
w hich the studies w here being perform ed. The TFS research unit w as thus deem ed to fulfill FD A requirem ents. 
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“Everyone w ho has experienced an FDA inspection know s the initial stress and adrenalin rush w hen an 
inspection is announced. Inspections are im portant and you w ant and need everything to be in perfect order 
for the inspector. In order to ensure that everything w as ready for the inspection TFS and KTA put together a 
focused team  and w orked together w ith the sponsor and Q uality Assurance to ensure that all study 
docum ents w ere available and filed. In order to prepare the staff w e had an FDA-training session w hich 
w as very inform ative and beneficial. Everyone involved in the inspection learned a lot, know ledge that w e of 
course w ill bring w ith us for future studies” said Mrs. Eva Lundqvist, D irector Academ ic Alliances at TFS. 
 
 
Fo r fu rth er in fo rm a tio n  p lea se co n ta ct: 
D irector G lobal Q uality Assurance 
Mr. Alistair Bone 
Telephone: +46 46  31 32  00  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

In form a tio n  a b o ut TFS Tria l Fo rm  Su p p o rt In terna tion a l (TFS) 
TFS is a full-service clinical C RO, providing the pharm aceutical, biotechnological, m edical device, diagnostic and 
functional food industries w ith a w ide range of clinical trial services. TFS services cover the w hole clinical developm ent 
program m e from  early explorative Phase I trials to registration trials in Phases II-III and post m arketing surveillance trials in 
Phase IV . Over 470 highly com petent em ployees dedicated to accuracy and service are w orking from  m ultiple offices 
spread throughout 16 countries in Europe, India, Japan and the USA. 
 
In form a tio n  a b o ut K a ro lin sk a  Tria l Allia nce (K TA) 
Karolinska Trial Alliance (KTA) located at the Karolinska University H ospital is a unit that supports research around pharm a-
ceuticals, diagnostics and m edical devices. KTA’s phase I unit conducts early clinical trials together w ith TFS Trial Form  
Support International AB in a private public partnership (PPA). 




