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Abstract
This is a guide for grant  applicat ion for researchers seeking research grants in the fi eld of allergy 

and related diseases for the fi rst  t ime. It  out lines how to organize proposals and the potent ial 

issues to be considered in order t o fulfi l  t he crit eria of  t he funding bodies and thus improve 

chances of obtaining the desired funding when applying for a research grant .  We will use this 

paper as an example of  a grant  proposal t o be presented to the FIS “ Fondo de Invest igación 

Sanitaria”  (Health Research Fund) of Spain. The general framework can be used for a research 

proposal to any funding agency. The main research designs are reviewed. Other topics such as 

hypothesis, obj ect ives, methodology, ethics and legal issues, and budget  are presented.

© 2008 SEICAP. Published by Elsevier España, S.L. All rights reserved.
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Introduction

These guidelines seek to serve as a start ing point  for grant  
applicat ion for researchers seeking research grants in t he 
fi eld of allergy and related diseases for the fi rst  t ime. It  out -
lines how to organize proposals and a number of issues which 
need to be addressed to sat isfy the crit eria of  the funding 
bodies in order opt imize chances of  obtaining the desired 
funding.

When applying for research funding we will use this paper 
as an example of a successful fi rst  step grant  proposal to be 
present ed t o t he FIS “ Fondo de Invest igación Sanit aria”  
(Health Research Fund) of Spain. Nevertheless, the general 
framework can be used for a research proposal to any fund-
ing agency. We will also study comments made by the refe-
rees on the earlier proposal so that  we can learn about  what  
referees look for and how to improve the proj ect  proposal to 
opt imize chances for successful funding.1
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Preliminary steps

Writ ing a grant  proposal can be a diffi cult  task especially for 
an inexperienced researcher. Moreover, a grant  request  can 
be t ime consuming and frust rat ing somet imes. A well-writ -
t en appl icat ion is more l ikely t o be funded t han a badly 
writ ten one.2 The best  way to learn the art  of grantsmanship 
is through the process of grant  writ ing under the guidance of 
an experienced researcher. 3 The proposal must  be easy to 
read. If  not  carefully prepared, the proposal may be hard to 
read. If  it  is hard to read, reviewers will probably not  really 
read it  or at  least  they wil l not  read it  carefully enough to 
understand it .  It  is also t rue that  your grant  applicat ion is 
l ikely to be reviewed by people not  very familiar with your 
research idea. Therefore, it  is fundamentally important  that  
your proposal be writ t en clearly and simply to at t ract  t he 
interest  of the reviewers. Use basic and grammat ically cor-
rect  English or Spanish and avoid typographical errors. The 
use of j argon, slogan and polemic should be avoided. Review 
the funding agency’s guidelines carefully before beginning 
to write your grant  proposal,  and check to make sure your 
proposal fi ts the agency’s eligibility criteria. Poorly prepared 
grant  proposals which do not  meet  t he standards or fi t  in 
with the priorit ies of  the funding bodies, wil l  be rej ected. 
Therefore, it  is important  to provide pert inent  informat ion 
required by the funding agency for a posit ive decision.

The proposal must  be in the format  defi ned by the spon-
sor and conform to page limitat ion and it  should include all 
required forms.  Most  grant ing agencies wil l  not  review a 
research proposal  i f  al l  required forms are not  included 
and properly complet ed. 4 Some agencies require specifi c 
font  sizes, margins and page sizes. If  you do not  meet  these 
specifi cat ions,  your appl icat ion may be returned wit hout  
review.

The f i rst  t hing you need t o do is t o ident i f y a cl inical 
topic or quest ion to answer.  The best  research ideas come 
from everyday clinical problems. If  you do have any idea in 
mind, discuss it  with colleagues in your fi eld who are expe-
rienced and successful in acquiring research grants.  Read 
the inst ruct ions for writ ing the grant  applicat ion and com-
pose it  according to the guideline provided by the funding 
agency.

Make sure that  your specifi c research aims can be accom-
plished within the proposed t ime and resources. Remember 
that  experienced researchers in your fi eld will evaluate your 
research grant  proposal.  A good qualit y research proposal 
provides evidence of  the applicant ’s abil it y to successfully 
carry out  the proposed research and it  will ensure your grant  
applicat ion wil l  be considered.  Prior work relevant  t o t he 
proposed proj ect  should be included. If  a quest ionnaire or 
st ructured interview will be used, a copy must  be included 
in the narrat ive rather than in an appendix. Since the pro-
posal will be divided into sect ions, you need to be clear as 
to what  informat ion will go in each sect ion.

Alt hough writ ing a grant  proposal may seem a waste of 
t ime, the invest igator who invests a lot  of t ime in develop-
ing a research proposal in advance, is an invest igator who is 
more l ikely t o complete t he research.  Another important  
reason for undertaking this process is that  it  makes it  easier 
to write papers when the research is completed. Having a 
well  t hought  out  research idea and plan of  at t ack wil l  be 
great ly appreciated by the collaborat ive invest igators.

Final ly,  t he proj ect  funder wi l l  want  t o be t old in t he 
 repor t  t hat  t he proj ect  act ual l y accompl i shed t hese 
 obj ect ives.

Components of a Grant Proposal

The Research proposal for the FIS has the following items

 1.  First  Page: Tit le, Principal Invest igator, proj ect  durat ion 
in days, Proposal Abst ract  (obj ect ives and methodology 
of the proj ect )

 2.  Antecedent  and the state of the quest ion.
 3.  Proj ect  Statement
 4.  Hypothesis
 5.  Proj ect  Obj ect ives
 6.  Methodology (design, study populat ion, variables, data 

collect ion, data analysis, limitat ion of the study.)
 7.  Working Plan
 8.  Research Team experience in the area. Developing an 

effect ive disseminat ion plan.

 a.  Proj ect  relevance eit her in i t s cl inical  impact  or 
technological development .

 b.  Proj ect  relevance from a biometric point  of view.

 9.  Proj ect  Evaluat ion (assessing t he value of  work done 
based on the obj ect ives set )

10.  Resources Available to carry out  the proj ect
11.  Budget  Summary (detailed grounds or rat ionale for the 

requested budget .)
12.  Annex/ Appendix

Title Page

The t it le of the proj ect  is important . It  sets the fi rst  impres-
sion. Along with the Abst ract , it  is one of the criteria used to 
route your applicat ion to the appropriate review commit tee 
and reviewers. You should choose a t it le that  is descript ive, 
specifi c, appropriate, and should refl ect  the importance of 
the proposal. Ensure the t it le contains all the key elements 
of your research. A very short  or a very long t it le is not  rec-
ommended. Ensure that  your t it le stays within the allowable 
character limits. If  your t it le is too long, it  may be t runcated 
to the allowable length so that  it  can appear elect ronically. 
This could inadvertent ly change the ent ire meaning of your 
t it le. Do not  underline or italicize your t it le.

Abstract

The abst ract  generally must  fi t  into half a page, usually de-
limited by a rectangle on the form. The abst ract  is the most  
important  part  of  the grant  proposal because it  is the fi rst  
thing that  reviewers will read, and it  causes them to formu-
late an opinion of  your proposal (good or bad,  j ust ifi ed or 
not ).  The abst ract  should be writ ten both in Spanish and in 
English.  The abst ract  should be divided into two sect ions: 
obj ect ives,  and methodology of  t he proj ect .  The abst ract  
(not  more than 250 words in length) which should be a ‘ stand 
alone’  document  without  references should contain a clear 
explanat ion of  your research proj ect  for t he reviewers t o 
j udge the nature and signifi cance of your proj ect . It  should 
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out line the purpose and the methods of your research. The 
abst ract  should ment ion something about  each of  t he fol-
lowing topics: Subj ect ,  Purpose and Signifi cance, Interven-
t ion, Locat ion, and the Outcome.

The Purpose and Signifi cance sect ion should explain why 
the proj ect  is being done, what  is to be accomplished and 
why it  is important . In the Intervent ion or methodology par-
agraph,  we should explain what  wi l l  be done and what  
method wil l  be used. In the Locat ion sentence, where the 
research wil l  t ake place should be described in suffi cient  
detail .  Last ly,  t he Outcome sentence should state t he ex-
pected outcome of interest , for example, ‘‘ to reduce child-
hood al lergic symptoms’’ .  The abst ract  should be writ t en 
last  once the ent ire grant  proposal has been composed.

Background and Signifi cance

The Background and Signi f icance sect ion st at es t he re-
search problem.  St at e clearly here what  has led t o t he 
ident ifi cat ion of  t his problem and t o t he decision t o con-
duct  t his research to address it .  Demonst rate your famil i-
arit y of  the chosen topic and specifi cally ident ify the gaps 
t hat  t he proj ect  is int ended t o fi l l .  In addit ion,  st at e t he 
impor t ance of  t he proposed research by relat ing t he 
proj ect ’s specifi c aims to t he medical issue of  al lergy and 
relat ed diseases.  It  is int erest ing t o use epidemiological 
data such as those of  mortalit y and morbidit y to underline 
the importance of  t he topic.  For example,  “ Asthma is t he 
3rd cause of  hospit al  morbidit y in Europe in children aged 
1-4 years and the 14th cause of  mortalit y among European 
children aged 10-14 years”

Conduct  a literature search to crit ically evaluate previous 
research and exist ing knowledge relevant  to your planned 
research.  The l it erature review is therefore mandatory to 
help you to learn about  the topic you are invest igat ing, to 
determine to what  extent  your proposed research quest ion 
has been previously researched by other scient ists, as well 
as the method used. It  will also help you to put  your proj ect  
and methodology into a relevant  context .  Moreover,  it  can 
let  you avoid unnecessary repet it ion of  work already done 
by other research scient ists. This sect ion convinces the re-
viewers that  there is actually a problem which your proj ect  
seeks to address.

Project justifi cation and Research Question

One sect ion refers to “ proj ect  j ust ifi cat ion” . You should ex-
plain why the proj ect  is necessary: why this proj ect  should 
be fi nanced instead of  others.  A successful grant  proposal 
must  ident ify a specifi c problem or need and make a st rong 
case for t he proj ect ’s pot ent ial  for direct  impact  in t hat  
area.  Your proposal should also provide evidence that  you 
have a thorough knowledge of the issues involved.

The research quest ion should have a set  of characterist ics 
that  are designated with the acronym FINER (Feasible,  In-
terest ing, New, Ethic, Relevant ).

Specifi c Aims of the Research Project

This is the most  important  sect ion of the grant  applicat ion. 
As the term ‘ specifi c aims’  implies, the aims of the proposed 
research need t o be very precisely defi ned.  Up t o 45 % of 

grants will have an issue with the specifi c aims ident ifi ed as 
a problem during peer review5.  These crit iques from review-
ers include statements that  the aims are overly ambit ious, 
t he aims are poorly focused, or t he hypotheses are poorly 
stated. The Scient ifi c Method of Experimentat ion is hypoth-
esis-driven, thus, one makes an educated guess to explain a 
cause-and-effect  relat ionship. Research is conducted to test  
t his guess t o obtain evidence t hat  shows whether t he hy-
pothesis is t rue or false (there is no right  or wrong).

Hypothesis

Scient ifi c hypothesis (an assumpt ion that  may be found to 
be t rue or false at  t he conclusion of  t he research st udy) 
should not  be a predict ion.  The hypothesis should be spe-
cifi c enough to be experimentally tested.

There should be at  least  a general hypothesis and one spe-
cifi c hypothesis.

General hypothesis
Must  be clearly stated, preferably in one sentence for exam-
ple,  “ Food Al lergy Linked t o Childhood Asthma”

Specifi c hypotheses
Hypotheses are more specifi c predict ions about  the nature 
and direct ion of the relat ionship between two or more vari-
ables.  A wel l -t hought -out  and focused research quest ion 
leads direct ly into hypotheses.  Ideally,  hypotheses should 
give insight  into a research quest ion and be testable (i.e. 
falsifi able in Karl Popper terminology)6.

The proj ect  should provide a rat ionale for the hypotheses 
explaining how they were derived and why they are st rong. 
Furthermore, alternat ive possibilit ies for the hypotheses, as 
well as the reason for choosing the ones which will be stud-
ied in the proj ect , rather than others, should be Provided.

Objectives

List  the proj ect  obj ect ives and clearly describe the specifi c 
goals of the research, (for example your long-term goals are 
to fi nd new t reatments and ult imately to fi nd cures for al-
lergic diseases) including any hypothesis to be tested.

Main objective
Begin wit h a one sentence summary of  long-term goals of 
the funding programme. Then include a sentence stat ing the 
overall goals of this proposal.

Specifi c objectives
A great  idea or a good main obj ect ive is not  necessari ly 
enough to sat isfy funding agencies to fund proj ects.  A suc-
cessful  grant  proposal  must  describe a ful ly-developed 
proj ect  that  puts the idea into act ion and has the potent ial 
to produce real results.

Ideal ly t he proposal should have t hree main obj ect ives 
(each in one paragraph), each based on one key hypothesis 
(which should be stated as such) with rat ionale and an indica-
t ion of the experimental approach for each hypothesis. Make 
sure that  the specifi c aims direct ly test  your hypothesis and 
that  the three obj ect ives are integrated or well related to 
each other and to the overall goal, if  not  obvious, point  this 
out  to include a few concluding sentences on that  page.
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Research Design and Methods

This sect ion describes what  you intend t o do.  Describe in 
detail t he proposed method to be used to perform the re-
search.  The research design and met hods sect ion should 
clearly and specifi cal ly describe how you wil l  accomplish 
your goals, and how you will answer your quest ions. As you 
can refer t o standard methods,  it  is helpful t o remember 
who is reading your grant .  You should put  suffi cient  detail 
here that  your reviewer will understand your approach and 
be able to j udge its value. If  the reviewer is completely un-
famil iar wit h your work,  and your methodology is correct  
but  the reviewer does not  know it ,  you can st il l  have your 
work rej ected. You must  be an expert , but  you must  also be 
persuasive.7

Descript ion of  the research design: the design can be an 
experimental laboratory design or epidemiological designs. 
( i . e.  ecol ogi cal  st udy,  observat i onal ,  exper iment al , 
cross-sect ional, case-study, longitudinal, etc). We will study 
briefl y each of these epidemiological designs

Ecological Studies 

Also known as studies of  group characterist ics,  ecological 
studies are studies which compare t he rates of  exposures 
and diseases in dif ferent  populat ions using aggregate data 
on exposure and disease; this is in cont rast  to studies that  
invest igate the characterist ics of  a disease or condit ion in 
an individual.  The main advantage of  t his kind of  study is 
that  they are very cheap and easy to do because of the use 
of rout inely collected data. They are useful for developing 
and screening new hypot heses about  t he causes of  a dis-
ease, and providing new potent ial risk factors. For example, 
one study related the rate of  tuberculosis in several coun-
t ries with the prevalence of asthma symptoms, showing an 
inverse relat ion.8 These data suggested the hypothesis that  
a drug capable of enhancing tuberculin responses in allergic 
pat ient s may lead t o improvement  of  t heir cl inical symp-
toms. Nevertheless,  it  has disadvantages;  t he main one is 
known as ecological inference fallacy or ecological fallacy. 
It  is believed that  the average value of the exposure studied 
and the average prevalence of a disease to all the individu-
als in a populat ion. Furthermore, ecologic studies are sub-
j ect  t o error because t he qual i t y of  recording syst ems, 
access to health services, and diagnost ic criteria, may differ 
between count ries or provinces.

Cross-sectional studies

A cross-sect ional study (of ten called a survey) is a study in 
which the presence or absence of disease and exposure var-
iables are determined in each member of the study popula-
t ion or in a representat ive sample at  a part icular point  in 
t ime.  The dif ference wit h an ecological st udy is t hat  t he 
cross-sect ional uses individual data,  while t he ecological 
study uses aggregated data. An example of a cross-sect ional 
st udy is t he ISAAC proj ect :  a cross-sect ional st udy which 
measured the prevalence of  asthma and allergies in child-
hood al l  over t he world9.  Cross-sect ional studies are good 
for est imat ing prevalence and for formulat ing hypothesis 
and do not  involve long-term fol low up.  Their main draw-
back is that  diseases and potent ial risk factors are measured 

at  the same t ime, so it  is diffi cult  to know if  there is a caus-
al relat ion (t hese are relat ively weak st udies for demon-
st rat ing a cause and ef fect  relat ionship).  For example in a 
cross-sect ional study we could fi nd that  there is more asth-
ma and al lergic diseases among t hose people who do not  
have any pets (cats and dogs) at  home compared with those 
who have them. It  could be possible that  not  having pets at  
home was a consequence of having asthma and allergies and 
not  a cause. Therefore, when a child has asthma her doctor 
asks him/ her not  to have any pets at  home. For this reason 
a cross-sect ional study does not  prove whether the onset  of 
disease or symptoms began before or after the exposure to 
risk factors.

Case Control Study

A case cont rol study is a study where we collect  informat ion 
on exposit ion/ exposure and risk fact ors of  t wo groups of 
people. The group that  has the disease or the risk factor are 
the cases and the group that  do not  have the diseases or the 
risk factor are the cont rol.  The purpose of the case cont rol 
study is to fi nd differences between the groups. The purpose 
of the case cont rol study is to fi nd dif ferences between cas-
es and cont rol regarding risk factors. For example in a case 
cont rol study, designed to explore the associat ion of ‘ Child-
hood agricult ural and adult  occupat ional exposures to or-
ganic dust s in populat ion-based case-cont rol  st udy of 
systemic lupus erythematosus (SLE)’ , 265 recent ly diagnosed 
pat ients were compared with 355 cont rols10.  As in other de-
signs like the cross-sect ional study, one potent ial problem in 
the analysis is the existence of  potent ial confounding fac-
tors11.  In order to cont rol for confounding variables in cer-
tain cases matched design is used. In this design cont rols are 
matched with cases by those variables which are potent ial 
confounders, usually age and sex. For example in a study to 
evaluate exposure to second-hand smoke in children with 
asthma, a matched case cont rol design was used in 91 chil-
dren wit h asthma matched to 91 healt hy children12.  If  we 
use a matched design, we should include informat ion about  
t he mat ching arrangement s,  f or  example,  cases were 
matched by gender, age and geographical locat ion and the 
number of cases per cont rol should be described when it  is 
diffi cult  to obtain a large number of cases. The informat ion 
about  t he source for t he cont rols:  communit y cont rols or 
hospital pat ients should be included. In addit ion, it  should 
be described if  cases would be incident  cases (new cases) or 
prevalent  (exist ing cases).  Case-cont rol studies are cheap, 
easy to perform and fast ,  requiring smaller number of sub-
j ect s t han other studies.  Their main problem is t he exist -
ences of  numerous biases and t hat  a t emporal sequence, 
essent ial to establish causal relat ion, cannot  be assured.

Cohort study

In a cohort  study also known as a follow up study, two groups 
of subj ects are selected from two populat ions and are clas-
sifi ed into two groups: exposed; and not  exposed, and they 
are followed or studied over a specifi c period of t ime in or-
der t o know the risk factors for t he occurrence of  an out -
come, such as disease, adverse effects, or even death. For 
example, 2,671 women who met  the criteria for persistent  
asthma, and had no prior diagnosis of  COPD were asked in 
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2003 if  t hey had used inhaled cort icosteroids (ICS) or not . 
They were fol lowed for 5 years t o st udy t heir mort al i t y 
rate13.  Cohort  studies can be prospect ive where the invest i-
gator has to wait  unt il the outcome appears or ret rospect ive 
when the outcome may have occurred before the beginning 
of  the follow-up. For example, a researcher could look for 
relevant  informat ion in t he cl inical  records in a Hospit al 
from 20 years ago to know if  children have been breast -fed 
or not  in order to study late incidence of asthma and aller-
gies when the children were 6 years old. Cohort  studies have 
the advantage that  there is a clear t ime relat ion between 
the suspected risk or cause and the outcome. Furthermore, 
they have fewer biases than case cont rol studies. The main 
disadvantage of  a cohort  study is the big sample size, usu-
al ly in t housands,  i t  is expensive wit h pot ent ial  losses t o 
follow-up and in prospect ive cohort  it  takes a long t ime to 
complete the study in order to achieve the desire outcome. 
Of course, in a ret rospect ive cohort  a main issue is the qual-
it y of  records. In our above example, if  breast feeding was 
not  registered in clinical records it  is impossible to perform 
the study.

Clinical Trials

A clinical t rial is an experimental study which normally has 
at  least  two arms: a t reatment  arm and a cont rol arm (al-
though some have three arms or even more). In this way we 
test  the new t reatment  versus the standard t reatment . Al-
though it  is also possible that  a clinical t rial has several,  or 
more than two arms, when we want  to test  several drugs or 
intervent ion at  t he same t ime.  Pat ient  al locat ion t o each 
group should be random. A study with a cont rol group and 
where pat ient s were randomly al located is a randomised 
cl inical  t rial  or RCT.  Basical ly,  t he concept  of  bl inding in 
cl inical t rials can be classifi ed into three t ypes.  When the 
pat ient  knows what  medicat ion he or she is taking, the study 
is an “ open label”  clinical t rial.  When the pat ient  does not  
know his or her t reatment  assignment ,  the study is a blind 
clinical t rial.  When neither the pat ient  nor the health care 
worker knows what  drug the pat ient  is taking, the study is a 
double blind. There is an addit ional refi nement , t riple blind, 
which means that  the researcher and the person administer-
ing the t reatment  as well as the person who is analysing the 
data do not  know the t reatment  or the intervent ion being 
given. In this way there would be no bias when analysing the 
dat a.  For example:  in order t o know i f  oi l  int ake during 
pregnancy has an effect  on asthma, a populat ion-based sam-
ple of  533 women with normal pregnancies were randomly 
assigned to 3 groups in the rat io of 2:1:1, to receive four 1-g 
gelat ine capsules/ d with fi sh oil providing 2.7 g n-3 PUFAs, 
four 1-g, similar-looking capsules/ d with olive oil or no oil 
capsules.  Women were recruit ed and randomly assigned 
around gestat ion week 30 and asked to take capsules unt il 
delivery14.  As there is the possibilit y that  during the clinical 
t rial one drug became clearly superior to the other,  and it  
would be unethical to conduct  a clinical t rial that  deprives 
half  of  the pat ients a bet ter t reatment . Sequent ial clinical 
t r ials are t hose where dat a are periodical ly analyzed on 
 behal f  of  t he et hics commi t t ee.  If  one arm is clear l y 
 superior to the other then the clinical t rial must  stop. When 
 present ing a clinical t rial, it  is useful to adhere to CONSORT 
Statement 15,16.

Ethical aspects

When human part icipants or experimental animals are used 
in the research, the researcher is required to obtain ethics 
approval prior t o undertaking research.  Informed consent  
(informed consent  explaining the nature of the research and 
any risks and benefi ts to the part icipants must  be described 
when the study includes human subj ect s) needs to be ob-
tained.  In some cases,  certain study designs might  not  be 
ethical.

According to the Helsinki Declarat ion, Clinical Trials should 
be based on deep knowledge of updated scient ifi c bibliogra-
phy17.  It  is unethical to do unnecessary clinical t rials when 
the research quest ion could have been answered by a sys-
temat ic review of  the exist ing l it erature18.  The need for a 
clinical t rial should be j ust ifi ed in the Int roduct ion, includ-
ing a reference to a systemat ic review of  previous clinical 
t rials, or the absence of those t rials19.

Legal aspects

You should fol low the laws of  t he count ry.  For example in 
Spain when a research involves invasive procedures defi ned 
as any “ intervent ion performed with research aims that  in-
volves physical  or psychological  risk”  for t he subj ect ,  or 
when biological samples are taken or stored, the law of Bio-
medical Research that  requires informed consent  as well as 
having the protocol approved by an Inst itut ional Ethics Board 
should be applied20.

Animal studies 

Animal studies must  conform to regulat ions (animal use pro-
tocol) for t he safe and humane t reatment  of  animals (you 
may briefl y have to describe the animals to be studied and 
measures to minimise pain and discomfort ). The use of ani-
mals must  be reviewed by an Animal Experimentat ion Com-
mit tee or an Agency and must  fulfi l internat ional21, nat ional22 
and regional regulat ions23,24.

Basically, the policies for the ut ilisat ion of laboratory ani-
mals are concerned wit h minimising or al leviat ing animal 
pain and ut il ising alternat ives to animal experimentat ion. 
This has been called “ the three R’s of animal experimenta-
t ion”  25 — Reduct ion, Refi nement  and Replacement .

The American Government  has adopted nine Principles for 
the Ut ilizat ion and Care of Vertebrate Animals used in Test -
ing, Research, and Training (Table I) These principles specify 
requirements for planning and conduct ing research and are 
useful to invest igators26

If  ‘ bench’  research wil l be carried out ,  the performance 
sit e must  be a research lab.  Met hods t o be used and t he 
t ype of  equipment  required as well  as t he locat ion of  t he 
laboratory must  be specifi ed in detail.

Study Population

Describe the study locat ion (where the study is to be con-
ducted) and the target  populat ion (i.e. age, gender, health 
status, economic status, family composit ion, race, ethnicity, 
geography, address, linguist ics, etc.). Authors should report  
the number of set t ings involved. It  is important  to describe 
if  the study is performed in one or several cent res (“ mult i-
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cent re studies” ). Any inclusion and exclusion criteria (those 
factors that  al low some people to part icipate in a cl inical 
study and disallow others) must  be stated. Set t ings and lo-
cat ions af fect  t he external val idit y of  a t rial.  Health care 
inst it ut ions vary great ly in their organisat ion, experience, 
and resources and the baseline risk of the medical condit ion 
under invest igat ion.  Cl imat e and ot her physical  fact ors, 
economics,  geography,  and t he social and cult ural mil ieu 
can all affect  a study’s external validity.

Selection Process

This explains the process that  will be used for select ing the 
cases from the populat ion i.e: random sampling, st rat ifi ed, 
cluster, consecut ive sampling, etc.

Variables

The aut hors should describe cri t eria for t he select ion of 
variables, and explain why certain variables were chosen for 
study and not  others. In a descript ive study all variables to 
be studied should be enumerated. In an analyt ic study such 
as case-cont rol,  cohort  or clinical t rial,  the authors should 
indent ify the independent  variables as well as the depend-
ent  variables. Potent ial confounding factors such as gender 
should be ident ifi ed. Variables can be universal and so will 
be col lected for al l  t he individuals,  or specifi c for certain 
subgroups.

Measurement  uni t s should be st at ed:  weight ,  f or  in-
stance,  measured in kilograms and height  in cent imet res. 
Variables should be defi ned.  For example,  we consider as 
an asthmat ic a pat ient  who has a physician’s diagnosis of 
asthma.

Data sources for variables should be explained: Observa-
t ion (direct , physical explorat ion, laboratory examinat ion), 
personal interview, quest ionnaire, clinical records, etc.

When laboratory measurements are used, the researchers 
should explain in which laboratory the determinat ion will be 
made, or if  they will be made in the same or dif ferent  labo-
ratories. Details need to be given as to when the determina-
t ion wil l be made, who wil l do this,  and who will calibrate 
inst rumentat ion and when etc.

If  a quest ionnaire is used it  has to be referenced. The au-
thor should indicate when and where it  was validated. If  the 
quest ionnaire was t ranslat ed f rom anot her language i t  
should be specifi ed if  a back-t ranslat ion was used. It  is also 
important  to ment ion if  the quest ionnaire has been validat -
ed after the t ranslat ion.

Sample size calculations
Est imated sample size must  be stated.  The proposal must  
include sample size j ust i f icat ion.  Normal ly t he sample 
size sentence should explain what  dif ferences we seek t o 
detect ,  t he power (usually 80 %) and t he confi dence (nor-
mal ly 95 %).  For example t he proport ion of  cont rols wi l l 
be 4:1 i.e.  4 cont rols for each case.  In order t o detect  an 
Odds Rat io higher t han 4 wit h a confi dence of  95 % and a 
power of  80 %, and assuming a prevalence of  t he exposure 
in non-il l  group 5 % a sample size of  315 persons (63 cases 
and 215 cont rols) would be needed. The sof tware used for 
sample size calculat ions should be ment ioned in t he pro-
posal.

Data Collection

Informat ion on how the data will be collected should be pro-
vided.  If  a postal survey is used,  you should inform about  
how many surveys will be sent  to the study subj ects. When a 
study uses a physical examinat ion the inst ruments brand and 
model should be provided, as well as the protocol for it  use. 
For example a spiromet ry wil l  be performed using a Dat -
ospir100 spirometer f rom Sybel®.  Spriomet ry wil l  be done 
using t he SEPAR (Spanish Societ y of  Pneumology and t ho-
racic surgery) protocol.

St udy design issues are t he maj or problem for  many 
st udies.  St at ist ical  issues cont inue t o plague t he grant s. 
Est abl ished invest igat ors are part icularly knowledgeable 
of  stat ist ical issues,  whereas fel lows and younger less es-
t abl ished invest igators may be less famil iar wit h analyt ic 
issues or focused more on t he proj ect ’s int erest  t han on 
feasibi l i t y.  Ment ors of  t he younger appl icant s should pay 
part icular at t ent ion t o t his area.  Grant s wit h a qual ifi ed 
epidemiologist  and an anal yt i cal  pl an f are bet t er  i n 
 general.

Endpoint defi nition
“ The predict ed out come”  of  t he st udy t hat  wi l l  be used 
should be explained, as well as its defi nit ion.

Table I.  US Government  Principles for the Ut ilizat ion and 

Care of Vertebrate Animals Used in Test ing, Research, and 

Training

[Researchers should:]

1. Follow the rules and regulat ions for the t ransportat ion, 

care, and use of animals;

2. Design and perform research with considerat ion of 

relevance to human or animal health, the advancement  

of knowledge, or the good of society;

3. Use appropriate species, quality, and the minimum 

number of animals to obtain valid results, and consider 

non-animal models;

4. Avoid or minimize pain, discomfort ,  and dist ress when 

consistent  with sound scient ifi c pract ices;

5. Use appropriate sedat ion, analgesia, or anesthesia;

6. Painlessly kill animals that  will suffer severe or chronic 

pain or dist ress that  cannot  be relieved;

7. Feed and house animals appropriately and provide 

veterinary care as indicated;

8. Assure that  everyone who is responsible for the care 

and t reatment  of animals during the research is 

appropriately qualifi ed and t rained; and

9. Defer any except ions to these principles to the 

appropriate IACUC.

ht tp:/ / grants.nih.gov/ grants/ olaw/ references/ phspol.

htm#USGovPrinciples/
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Data Management
Researchers are responsible for taking appropriate precau-
t ions to protect  the confi dent iality of both part icipants and 
data. You should explain all measures taken to protect  the 
conf ident ial i t y of  research part icipant s and st udy dat a. 
Qualit y cont rol in data management  should be stated:  for 
example, double data ent ry was used to minimise typing er-
rors.

Data analysis

Describe how data is t o be col lected,  analysed and inter-
preted,  including expected out come of  int erest .  Any t est  
inst rument  should be clearly stated.

The techniques used in the stat ist ical analysis should be 
described in depth. For example, variables will be tested for 
normality with the Shapiro test , if  they have a normal dist ri-
but ion,  St udent ’ s t -t est  wi l l  be used,  and ot herwise a 
non-parametric test  will be used. Usually mult ivariate anal-
ysis should be used for all proj ects. When a non-standard or 
not  well-known technique is to be used, it  should be refer-
enced, and also the reason for it s use explained. A stat ist i-
cian may need t o be consult ed for advice if  you have not  
taken a course in stat ist ics.

Contingency Plans and Risk Evaluation

Describe the problems you expect  to encounter and how you 
hope to solve them. For example, texts might  be unavaila-
ble; people you had hoped to study might  be unavailable or 
unwilling to part icipate, thus forcing you to select  other in-
t erviewees or t o change t he focus;  (Try t o imagine every 
possible problem so that  you have cont ingency plans and the 
proj ect  does not  become derailed.)

Strengths and Limitations

The proj ect  should evaluate it s own internal val idit y (t he 
extent  t o which conclusions about  causes or relat ions are 
likely to be t rue by excluding interfering variables). In addi-
t ion, its external validity (the degree to which the results of 
a study can be generalised to set t ings or samples other than 
the ones studied) if  t he result s of  the study can be useful.  
What  are t he st rengt hs and l imit at ions of  your research 
method? Can others repeat  it  easily in your fi eld or vicinity? 
Does it  have applicabil it y t hat  is very important  locally t o 
ot her places/ people? What  is i t s ext ernal  val idi t y?-may 
these results be useful to other groups, other academicians 
and other students l iving elsewhere in the state/ count ry/
etc? If  this is so, how and to what  extent?

Project Personnel

List  t he name and academic t it le of  al l  t he individuals or 
collaborator(s) who will be involved in your proj ect . For ex-
ample;
Principal  Invest igat or (PI):  The PI should be a faculty mem-
ber (professor, associate professor, assistant  professor, etc.) 
or a person with broad research experience. Previous par-
t icipat ion as PI in other nat ional or internat ional research 
proj ects is important . His/ her publicat ion record, especially 
in j ournals with impact  factor such as those included in the 

Journal Citat ion Report  f rom ISI,  mail ing address,  campus 
phone and fax numbers,  and e-mail  address should be in-
cluded.
Co-invest igat ors and st udy coordinat ors:  Co-invest igators 
and study coordinators may be faculty, staff ,  or students of 
the inst itut ion or other inst itut ions (professor, associate pro-
fessor,  assistant  professor,  physician,  nurse,  research spe-
cial ist ,  medical/ graduate student ,  et c. ) Their Curriculum 
Vitaes should be included as part  of the proposal. If  you se-
lect  an individual to direct  the proj ect , summarise his or her 
credent ials and include a brief  biography in the appendix. 
A st rong proj ect  director can help a grant  decision.
The t eam should be mult idiscipl inary,  with research experi-
ence and dedicat ion. A mult icent re team may also be inter-
est ing.

Resources Available to carry out the project

In this sect ion the PI should explain what  resources he/ she 
has available t o cont ribute t o t he proj ect :  lab resources, 
equipment , computer-software, personnel etc.

Budget Justifi cation or Detailed grounds of the 
requested aid (1 to 2 pages)

This indicates what  resources are required to conduct  your 
research and the cost  of these resources. It  usually consists 
of  a spreadsheet  or t able with budget  detail  as l ine it ems 
and a budget  narrat ive explaining the various expenses such 
as salary,  t ravel cost  t o scient if ic meet ings,  print ing and 
publicat ions equipment  and supplies,  research assistants, 
software etc. It  is important  to note that  salary and proj ect  
costs are af fected by the qualifi cat ions of  the proj ect  per-
sonnel.

Be sure that  all budget  it ems meet  the funding agency’s 
requirements. An unrealist ic budget  is l ikely to lead to re-
j ect ion of the proposal.

Personnel Section (Table II)

Travel Section (Table III)

Itemised Budget Cost

Publicat ion
Films/ Videos
Inst ruct ional Supplies
Lab Supplies
Mult imedia Supplies
Periodicals and Publicat ions
Reference Materials
Research Supplies/ Materials
Subscript ions
Data Processing Supplies
Software Licenses
Other Supplies
Offi ce Supplies
Copier Supplies
Computer Equipment
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Printer Equipment
Offi ce Equipment
Other Equipment
Computer Equipment
Printer Equipment
Fax Charges
Copier Supplies
Print ing
Air Transportat ion

Timetable

Set  a t imetable and give a detailed descript ion of each task 
and provide an est imate of how long each task will take. As 
shown in the example below. Some proj ects may ask for the 
dist ribut ion of  t asks among research t eam members (Ta-
ble IV).

Annex/appendix

Supplementary documents including let ters,  authorisat ion 
of the Research Inst itut ion, and the Inst itut ion Ethics Review 
Board of where the principal invest igator works have to be 
included in the appendix.

How to Review an Unaccepted Proposal

An unaccepted proposal might  be acceptable in a posterior 
resubmission. When the proposal is rej ected it  is important  
t o ask for t he referees’  comment s so t hat  t heir crit icism 
could be used to improve the proposal. Somet imes it  is pos-
sible t o quest ion t he reviewer’s decision and gain t he 
proj ect ’s funding if  the reviewer commits a maj or error. This 
is usually due to him/ her not  reading the proposal carefully, 
for example, the reviewer states that  sample variables were 
not  described in the proj ect  proposal and that , a copy of the 
quest ionnaire was not  included in the proj ect  proposal,  or 
he/ she said t hat  sample size calculat ion was not  per-
formed.
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