
 

Pa g e  1 of 5 

PhRMA Clinical Study Results Datab ase Proposal 
 
Background  
The PhRMA Principles on Conduct of Clinical Trials and Com m unication of Clinical Trial Results1 (the 
Principles) express the com m itm ent of PhRMA m em b er com panies to com m unic ate the results of 
clinic al stud ies (clinic al trials), b oth positive and  ne g ative: 

“W e com m it to tim ely com m unic ation of m e aning ful results of controlled  clinic al trials of 
m arketed  prod ucts or investig a tiona l prod ucts that are approved  for m arketing, 
re g ard less of outcom e.” 

W hile pub lic ation of stud y results in a pe er-reviewed  m ed ic a l journa l is the pre ferre d  m ethod  of 
com m unic ation, the Principles recog nize that not all stud ies will m erit pub lic ation in such a 
journa l and  thus provid e for alternate m ethod s of com m unic ation, such as “a bstract sub m ission 
with a poster or oral presentation at a scientific m e eting  or m a king  results pub lic b y som e other 
m e ans.” 
PhRMA b e lieves an appropriately d esig ne d  ele ctronic d ata b ase will also fulfill our m em b ers’ 
com m itm ent to com m unic ate m e aning ful clinic al stud y results.  By provid ing a c e ntral, wid ely 
a c c essib le repository for clinic al trials results and  a stand ard ize d  form at for the reporting  of such 
results, a clinic al stud y results d ata b ase will serve the valua b le function of m a king c linic al stud y 
results on m arkete d  prod ucts m ore transparent.  PhRMA thus supports the esta b lishm ent of a 
focused  d ata b a se as d escrib e d  b e low.   
Proposal 
A. Elem ents of the Datab ase 
The d a ta b ase should  consist of thre e m ajor elem ents:   

(1) a link to the ele ctronic version of the d rug  la b e l, where availa b le; 
(2) a  b ib liog raphy of articles on the d rug  in question that have b e e n pub lished  in  

peer-reviewed  m ed ic al journa ls tog ether with a link to the a ctual article wherever 
possib le; and  

(3) a com plete sum m ary of e a ch hypothesis-testing  trial (as d e fine d  b elow), re g ard less 
of outcom e, that has not b e e n pub lished  in a pe er-reviewed  m e d ic al journa l. 

The sum m ary should  b e presente d  in a stand ard ized , ind ustry ac c epte d  form at (se e Section B for 
d etails).  It should  provid e scientific inform ation in a non-prom otiona l m a nner consistent with 
applic a b le re gulatory requirem ents.  This will b oth fa cilitate posting  to the d ata b a se and  present 
the d a ta cle arly and  concisely to those who m ig ht use the d ata b a se.  Ad d itiona lly, g iven the 
im portanc e of FDA approval and  the FDA-approve d  d rug  la b e ling, the d ata b ase should  contain a 

                                                
1 The PhRMA Principles on Cond uct of Clinical Trials and  Com m unication of Clinical Trial Results c an b e  d ownloa d e d  from  
www.phrm a .org . 
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conspicuous notic e re ferring  users to the m ost current FDA-approve d  prescrib ing  inform ation on 
the d rug  in question, as well as the link to the d rug la b e l itself, where availa b le. 

Results of Hypothesis-Testing Trials 
PhRMA b e lieves that, consistent with the PhRMA Principles, the d ata b a se should  consist of the 
results of a ll hypothesis-testing c linic al trials for prod ucts that are approve d  b y the FDA for 
m arketing  in the U.S., re g ard less of the outcom e of the trial or where the trial is cond ucted .  
Ad d itiona lly, trials that are posted  will have b e e n sponsored  b y the d rug  m anufa cturer, and  trials 
for which the sponsor was responsib le for the stud y d ata.   
Hypothesis-testing trials are d e fine d  in the PhRMA Principles as follows: 

“Hypothesis-testing (a lso known as “confirm atory”) clinic a l trials are always well-
controlle d  and  a re intend e d  to provid e m e aning ful results b y exam ining  pre-stated  
questions (i.e., hypotheses) using  pre d e fine d  statistic ally valid  plans for d ata ana lysis, 
thereb y a llowing  firm  conclusions to b e d rawn to support prod uct claim s.”  (Question 
and  Answer to PhRMA Principles, p. 30) 

The PhRMA Principles further explain that “[h]ypothesis-testing trials m ay oc cur at any sta g e of 
d rug  d evelopm ent, and  includ e all phase III trials, som e e arlier phase trials and  m any trials of 
m arketed  prod ucts.”  Specific exam ples of hypothesis-testing trials are provid e d  in the PhRMA 
Principles (see Question and  Answer to PhRMA Principles, p. 31). 
Thus, PhRMA m em b er com panies are com m itte d  to sub m itting  the results of a ll hypothesis-
testing c linic al trials on m arketed  d rug s in the U.S. to a d ata b ase re g ard less of whether the results 
are positive or ne g ative.  Furtherm ore, PhRMA com m its to assessing this m od el for future 
expansion to a g lob a l d a ta b ase to includ e prod ucts m arkete d  outsid e the U.S. 
The principal focus of this d ata b a se is to im prove the transparency re g ard ing c linic al stud ies on 
m arketed  pharm a c eutic als.  It is the inform ation on these prod ucts and  stud ies that is of m ost use 
to physicia ns, patients, and  other users and  should  b e the prim ary focus of this d ata b ase.  

The Current Approved Lab eling 
The pa cka g e insert provid es the FDA-approve d  prescrib ing  inform ation and  thus should  b e the 
physician’s initial focus of attention.  Consequently, the d ata b a se should  contain a conspicuous 
notic e re ferring  d ata b a se users to the m ost current FDA-approve d  prescrib ing  inform ation and  a 
link to the ele ctronic version of the prescrib ing  inform ation on the d rug in question, where 
availa b le (if the d ata b a se later is expand e d  to apply internationa lly, the notic e c an b e revise d  to 
re fer people to the m ost current, loc ally approve d  prescrib ing  inform ation).  In a d d ition, the 
notic e should  state that the d ata b ase is b e ing  m a d e availa b le for inform ationa l purposes only and  
that prescrib ing  d e cisions should  b e  m a d e  b a sed  on the approved  pa cka g e  insert.   

B. O verview of Reporting Form at for Clinical Stud y Results  
PhRMA supports the posting of a sum m ary that provid es cle ar and  a c curate scientific 
inform ation in a stand ard , non-prom otiona l presentation form at to those who use the d ata b ase.  
PhRMA b e lieves that the synopsis d escrib e d  in the E3 Guid eline issued  b y the Internationa l 
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Conferenc e on Harm onization (ICH) a d d resses this.2  ICH represents the pharm a c eutic al 
re gulatory authorities and  ind ustry from  the United  States, Europe an Union, and  Japan.  Its 
g uid elines are d eveloped  via a consensus proc ess and  are incorporated  into the re gulatory 
requirem ents of those re g ions.  The E3 synopsis is concise and  should  contain num eric al d ata 
illustrating  results, not just text or p-values.    

C. Tim ing of Sub m ission  
The FDA annua l report re gulations c a ll for a “sum m ary of com plete d  unpub lished  clinic al trials”3 
to b e sub m itted  to the Ag e ncy one ye ar a fter com pletion of the trial(s).4  PhRMA b e lieves that this 
is a re asona b le targ et for sub m itting  stud y sum m aries  to the d ata b ase. Re ferenc es to scientific 
papers should  b e posted  when they are pub lishe d .  It m ust b e noted  that the posting of any 
results of a clinic a l stud y m ay b e d elaye d  for those stud ies that have b e e n or will b e sub m itted  to 
a journa l for pub lic ation.  Prem ature d isclosure of results m ay com prom ise pe er-reviewed  
pub lic ation, and  pharm a c eutica l com pa nies have no control over journa l pub lic ation sched ules 
which c an involve leng thy review proc esses.  The d ata b a se will ind ic ate those stud ies that have 
b e e n sub m itte d  for pub lic ation following  their conclusion.  However, if a paper on the stud y in 
question has not b e e n pub lishe d  within 1 ye ar of the announc e d  intent to pub lish (as ind ic ated  in 
the d a ta b ase ), a sum m ary will b e poste d  to the d ata b a se.  

D. Location and  O peration of Datab ase   
PhRMA supports the cre ation and  a d m inistration of an ele ctronic clinic al stud y results d ata b a se 
b y an ind epend ent, non-g overnm enta l third -party.  The d ata b a se should  provid e fre e a c c ess to 
posted  clinic al trials results b y intereste d  he a lthc are professiona ls, patients, and  others. The 
d ata b ase should  a c c ept and  post inform ation a b out clinic al stud y results sponsored  b y the 
com pany that hold s the N ew Drug Applic ation (NDA)/ Biolog ics Lic ense Applic ation (BLA) for 
the d rug  when presente d  in the tem plate d escrib e d  a b ove.  In this way, the d ata b ase 
a d m inistrator and  com pany c a n assure users that the inform ation is current and  a c curate. 
However, the initial esta b lishm ent of the d a ta b ase will b e und ertaken b y PhRMA to b ring this 
inform ation forward  in a tim ely m anner as a servic e to the m ed ic a l com m unity.  

E.  Proposal Effective Date 
PhRMA m em b er com panies are encoura g e d  to sub m it the a b ove inform ation on m arketed  
prod ucts to the d ata b ase as soon as possib le following  the Octob e r 1, 2004 im plem entation d ate.  
The g oa l of this ind ustry e ffort is to have sub stantial inform ation on a ll trials com pleted  a fter 
Octob er 1, 2002 (the e ffe ctive d ate of the PhRMA Principles) b y the 1 ye ar anniversary of the 
esta b lishm ent of the d ata b a se.  Com panies would  have the option to post inform ation on stud ies 
of m arketed  prod ucts g e nerated  prior to the e ffe ctive d a te of the Principles. 

                                                
2 Structure and  Content of Clinic al Stud y Reports; Guid e line approve d  b y the Internationa l Conference on 
Harm onization; July 1996; This Guid e line is availa b le e le ctronic ally on the FDA Internet Site at: 
http://www.fd a .g ov/c d e r/g uid a nce/iche3.pd f. 
3 A tria l is consid e re d  com plete d  upon the last visit of the last patie nt enrolle d  in the tria l. 
4 21 C.F.R. §314.81(b )(2). 
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Append ix – Illustrative Data Field s for the Sum m ary (b ase d on ICH E3 tem plate)  
 

 These results are supplied for inform ational purposes only.  Prescribing d ecisions 
should b e m ad e based on the approved packa g e insert 

 

 
REFEREN CE DIRECTING USERS TO APPROVED DRUG 

LABEL FO R PRESCRIBING IN FORMATIO N  
Link to d rug  la b e l, where availa b le 

 

  Proprietary Drug N a m e Generic Drug N a m e Therapeutic are a and  FDA 
approved  ind ic ations 

N a m e of Sponsor/Com pany:    

Title of Stud y:  

Principal Stud y Investig ators:  

Stud y c entre (s):  

Pub lic ation (re ferenc e, if applic a b le )  

Stud ie d  period  (ye ars): (d ate 
of first enrolm ent) (d ate of last 
com pleted )  

Phase of d evelopm ent: 

O b je ctives:  

M ethod olog y:  

Num b er of patients (planne d  and  ana lyze d ):  

Dia g nosis and  m ain criteria for inclusion:  
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Test prod uct, d ose and  m od e of a d m inistration, b atch num b er:  

Duration of tre atm ent:  

Re ferenc e therapy, d ose and  m od e of a d m inistration, b atch num b er  

Criteria for eva luation: Effic a cy: Sa fety:  

Statistic al m ethod s:  

SUMMARY –  
 CONCLUSIONS  EFFICACY RESULTS:  
    SAFETY RESULTS: 
  CONCLUSION:  
 Date of the report:  

 


