
P GI Guidelines for preparing Ethical Considerations  

I. R esearch proposals, T heses and P apers 

T he Ethical considerations constitute a critically im portant com ponent of all theses, proposals 
and papers. T he Faculty m em bers are requested to carefully go through the protocols to 
incorporate the various issues in their subm issions.  T he Ethical Considerations of the P roposal 
should focus on the issues relevant to the proposal rather being general or broad as if picked 
from  the w eb-sites. 

T he follow ing issues are im portant to discuss under this Heading: 

• Essentiality and justification for the study  

• Voluntariness, inform ed consent of study-subjects 

• N on-exploitation of subjects – both patients and healthy people 

• P rivacy and confidentiality 

• S afety, P recautions and S teps for risk m inim ization 

• Costs of the tests – w ho to bear? S ource of funding m ust be clearly defined.  

• Appropriate involvem ent of investigators/ co-investigators from  other departm ents w ith 
expertise or other stakes in the study. 

It m ay be specifically pointed out that the facts of sponsorship especially w ith reference 
to the sponsored Clinical T rials by other sources m ust not be hidden. S urrogate ethical 
clearance sought from  the Ethical Com m ittee in itself is a bad practice. 

      P roposals for R etrospective studies/analyses of pooled and stored data 

 It is a w elcom e idea to produce m eaningful research from  cum ulative data.  But the 
stored data in the hospital or in a laboratory generally belongs to m ultiple faculty 
m em bers of one or m ore departm ents, at one or the other tim e.  Each such proposal has 
its ow n characteristics and ow nership issues.  It is required that each such proposal should 
be prepared w ith a separate description of such issues. A  R esolution of agreem ent signed 
by the Investigator and 3-4 other S enior Faculty m em bers including the Head of the 
Departm ent/ U nits should be subm itted.  

II.  Guidelines on A uthorships of papers, project reports (etc.) 



M ost good journals these days require clearance of the paper being subm itted, by an Institute 
R eview  Board (IR B/Ethics Com m ittee).  Authorship is a very im portant issue on stored data, 
retrospective studies, pooled data from  m ultiple sources, collaborative studies and those 
involving other conflicts of interest. It is therefore im portant to adhere to ethical practices and 
guidelines.  

T he various intellectual w orks produced at the institute include the papers, project reports 
im ages and other products in the paper or electronic m edia w hich are either published or 
prepared for other uses.  Authorship of all there w orks involves giving credit as w ell assigning 
responsibilities.  All the authors becom e jointly responsible for the contents, including the 
errors and the om issions. It m ay be pointed out that unnecessary inclusion of a nam e as a co-
author does not really add to one’s achievem ents or m erits.  O n the other hand, it m ay 
som etim es becom e a liability.  

All the three follow ing fundam ental principles should be m et w hile considering authorship: 

1. S ubstantial, intellectual contribution to the w ork.  (Any other substantial contribution 
should be acknow ledged). 

2. P articipation in the w riting, review ing the drafts and approval of the final version. 
3. P recise contribution m ade to the w ork should be definable and justifiable. 

W hat is intellectual contribution? 

1. Conceptualization: Identifying the issues and hypothesis. 
2. P erform ance of experim ents and data collection. 
3. Conducting analysis and interpreting data. 
4. R eview ing the literature, assessing the accuracy and relevance of data and w riting a 

significant part of the paper. 
5. Involvem ent in data collection, verification, supervision and guidance, analysis and 

w riting throughout the study or atleast for m ost of the study period. 

T he follow ing participations/contributions do not necessarily constitute a right to 
authorship, unless there is specific agreem ent to the contrary: 

1. W ork done by an em ployee in course of his/her em ploym ent for a specific purpose. 
2. L aboratory data: R outine diagnostic or treatm ent, investigations in a laboratory for 

patients, unless:  i, the tests are carried out for purpose of the study; ii, a significant 
laboratory data is being analysed and reported; iii, the laboratory data constitutes or 
form s the subject of the study; iv, M ultiple laboratory data from  a single laboratory 
are taken and highlighted; v, Even single data highlighted in case report. 



3. Clinical data: R outine registration of a patient/s in an O P D/Clinic/W ard does not 
constitute the right to authorship, unless: i, the w ork is based on one or m ore of 
these patients or from  the m aterial from  these patients including the stored 
sam ples, ii,  or a study is being done w ith reference to a clinical issue. (eg. on clinical 
patterns, therapy, prognosis and natural history). 

4. M ere provision of funds, facilities or adm inistrative supports. 
5. S ole participation in data collection. 
6. Being Head of Departm ent, does not quality to be author.  S cientific contribution is 

required for authorship. 
7. Authorship distribution should not be a charity, it should be earned. 
8. P reservation of raw  data is the responsibility of the prim ary author in the 

departm ent. 
 

O rder of authorship 

 T he lead author is generally the person w ho took the lead and contributed m axim ally.  
T he subsequent order does usually not speak of the respective contribution of individual 
authors.  T his could be either alphabetical in order or as agreed upon by all the co-authors. 

 Authors should specify in their m anuscript a description of the contributions of each 
author. 

M ulti centre group or collaborative studies: T he group should identify the individual/s w ho 
accept direct responsibility for the m anuscript.  T hese individuals should fully m eet the 
three principle criteria defined above. 

Guidelines 

1. T he issue of authorship should be frankly discussed very early in the course of the 
w ork and a m utual decision should be m ade in w riting. 

2. T he first or the senior author should generally com m unicate w ith the journal, editor 
and others related to the publication. He/she w ill take all the responsibility as the 
prim ary author.  In case the first author is a student in the departm ent, the 
corresponding author could be the leader of the group perform ing the study. 

3. T he first or the corresponding author should be able to speak on and defend the 
paper. 

4. S tudents’ theses :  
M D/M S /M S c : T he student is the prim ary author of papers on his w ork.  S om etim es, 
a student’s w ork is only a com ponent of a larger w ork being done by an investigator.  



In those situations, each student, w hose significant w ork has been included, m ay 
qualify as a co-author. 

As per current practice, if the student fails to w rite and subm it his w ork w ithin a 
year after com pletion, the supervisor is free to w rite the sam e and include the 
student as a co-author. 
 P hD theses: T he student retains his/her right over w ork “as the first author”.  In 
case, he/she fails to w rite even after one year of com pletion, the supervisor can 
w rite him self/herself or assign the w riting to som e one else, (but keep the student 
as the first author). 
 

5. Dispute over authorship should be best settled at the local level by the authors 
them selves or w ith the help of the departm ent head.  If local efforts fail, the Dean of 
the Institute should be inform ed.  It does no good by directly w riting to the journal’s 
office/editor. 

6. If any com plaint is to be sent to any Editor of a journal, it m ight bring dow n the 
reputation of the institution. T he person should consult first the Dean/Director 
before w riting to the Editor. 
 

S ource docum ents 
 
1. N orris R  et al.  International society for m edical professionals position statem ent: 

the role of the professional m edical w riter.  Current M ed R es &  O pinions 2007, 23: 
1837-1840. 

2. S m ith R .  Authorship is dying: long live contributorship. BM J 1997; 314: 992. 
3. Davidoff F et al.  S ponsorship, authorship and accountability (ed). Ann Int M ed 2001; 

135: 463. 
4. Canadians Alliance for Health R esearch Authorship Guidelines (June 2004). 
5. Authorship guidelines: Faculty of M edicine, Harvard U niversity 

(w w w .hm s.harvard.edu). 
6. L aine C et al.  Clinical trial registration: looking back and m oving ahead (ed) Ann 

Intern M ed (S ept 2001). 
7. Bates et al.  Authorship criteria and disclosure of contributions, JAM A 2004; 292: 86-

88. 
8. U niform  requirem ents for m anuscripts subm itted to biom edical journals: w riting and 

editing for biom edical publications. (w w w .icm je.org). 
 
(Circulated on behalf of the Chair, Institute Ethics Com m ittee for Institutional 
P roposals) 


