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Dear Anjo den Decker-deBliek, 

Your letter to the Food and Drug Administration (FDA), Dockets Management Branch, 
regarding the Guideline for Monitoring of Clinical Investigations (Guideline) was sent to 
me for response. 

The two items you identified in your letter have been corrected in the current version of 
the Guideline which is posted on FDA’s website. Specifically, the first item that you 
noted regarding a redundant “and current,” has been corrected to read, “Accurate, 
complete and current records are being maintained.” The second mistake you identified 
was corrected to read, “Accurate, complete, and timely repotis are being made to the 
sponsor and IRB.” 

. - 
You may view the Guideline on FDA’s website, at the following URL: 

http://www.fda.gov/cder/guidance/index.htm 

If you go to the “Compliance” section, the guideline is #9 in the list. 

I hope this information is helpful 
not hesitate to contact this office. 4 

to you. If you have any additional questions, please do 

Consumer Safety Officer 
Division of Scientific Investigations (HFD-45) 
Office of Medical Policy 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration 
e-mail: hommelc@cder.fda.gov 
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Dockets Management Branch (I-EPA-305) 
Food and Drug Administration 
Docket Number 57-D-0322 
5630 Fishers Lane 
Rockville. IMD 20857 

Reference: EO l-2064Lc\D Utrecht, July 25, 2001 

Re: Guidance for Industry: Guideline for the Monitoring of Clinical Investigations 

Dear Sir, Madam, 

I have two questions with respect to the above-mentioned document. On page three under the paragraph 
‘Periodic Visits’, it is stated the monitor should visit the investigator at site of the investigation frequently 
enough to ensure that: 

l Accurate, complete, and current and current records are being maintained. 
l Accurate. complete, and timely reported are being made to the sponsor and IRB. 

I assume that in the first sentence the wordings ‘and current’ are entered duple and that I can deiete one 
entry without harming the contents of the text’? 
Furthermore I am wondering if a word (e.g. AEs) is missing after ‘timely reported’ in the s,ocnr?d sentence 
or if the word reported must be replaced by reports? 

Could you be so kind to respond my questions at your earliest convenience? 

Yours sincerely, 
Kendle International BV 
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sew in the Dockets Management Branch 

through Friday. 
between 9 a.m. and 4 p.m., Monday 

Dated: January 2l. 1SML 
Frank E Young. 
commissioner of Food and Drug3. 
pR Doe Es-3253 Filed 2-M-6& 8345 am] 

and guidelines for the study of anti- 

Obstedc4Gynacology &ii Panel 
.srl&Iat agents. 

Date, the, and place. March ~~1998. 
9 a.m.. Rm. 303A-329A. Hubert H. 
Humphrey Bldg.:2M) Independence Ave. 
SW., Washineton. DC. 

and (4) the maintenance of rfmrds of 
visits to the investigator in&ding the 
iindhg~. co~dusions. and actions taken 
tocorreotdeficiencf& _’ -- 

The guideline entitled “GuideRne for 
theb4onitoringofclinmai -...- 
InvestigatioruP is being made available’ 
unbox p laso(b) of FDA’s administrative 
practices and procr&ms regulations (23 

-.CFR roso(b)). Section loSa(b) provides 
for the use of guidelines to establish 
procedures of general applicability that 
are not legal requirements but are 
acceptable to FDA. As provided in 
3 10.9O(b)(lJ(i), sponsors who follow the 
guideline may be assured that it 
represents monitoring procedures 
acceptable to the agency. If a sponsor 
believes that aIternative prooednres 
may also suffice. the gnideiine does not 
preclude a sponsor from pursuing 
alternative procednres. Thus, sponsors 
are permitted flexibility to enable them 
to alter their monitoring prooedures for a 
particular study, if necessary, while still 
complying with the intent ofFJUA’s 
reguaition~ i.e, to assure the protection 
of the rights of human subjects and the 
safety of all subjects and the quality and 
integrity of the test data. A sponsor who 
elects to use ahemative procedures for 
monitoring a clinicat investigation may, 
but is nof mqti&d to, submit those 
prucadnres to FDA forreview and 
comment to avoid the possibiiityof 
employing monitoring procednred that 
FDA might later determine to be 
inadeqnate to asgure the protection of 
therightsofhumansnbjectaandtha 
safety of all subjects involved or the 
quaiity and integrity of the data 
rm+ing from a clinicaI investigation 
Sponsors wishing ti obtain such a 
review should contact theBhwesearch 
Program c.kmdhfor (address above). 

Copies of the guidehne+i be - 
obtained from the BIotesesrdr FrogrL 
Coordinator (HFC-230). ad&ma above. 
A single copy of thagrrideiine is on iiIa 
with the Docketa Managmnent @armb 
(address above) under the docket . 
number found in bracketsin the heading 
of this document a&may be se&by 
interested persona. between 9 am. and 4 
p.m.. Monday through Friday. 

Interested persons may, at any time, 
submit to the Dockets Mani+ement 
Branch writtencomments r@arding the 
euideline. Suchcomments will ba 
&ndidared in determining wbether 
amendments to or m&ions of the 
guideline are wanante& Two copies of 
any comments +ould be submitted. 
except that ind&iduaie ma$ submit one 
copy. ~ments =rp, to ,be identified 
with I fhe do&et,:number found in 
brackets in the ;&e&g of th.t& 
document. Rec&ed commenk may be 
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TLpe ufmeLi7g and contact person. 

‘\ Open publichearing. 9 a.m. to ‘10 a.m.; 
omh committee discussion. IO am. to 3 Advisory Committea% Matings 

AGENCY: Food and Drug Administration. 
ACTION: &~t.iCe. 

p:m.; Cohn M. Pollard, Centerfor 7 
Devices and RadioIogical Health (HFE 
470), Food and Drug Administration, 
8757 Georgia Ave., Silver Spring. MD 
209lo. m-427-7555. SUMMARY: This notice announces 

forthcoming meetings of public advisory 
committees of the Food and Drug 
Administration (FDA). This notice also 
summarizes the procedures for the 
meetings and methods by which 
interested persons may participate in 
open public hearings before FDA’s 
advisory committees. 

Meetings The following advisory 
committee meetings are announced: 
Cardiovascular and Renal Drugs 
Advisory Committee 

Date, time. andpfke. March 3 and 4, 
1998,9 a.m. National Institutes of 

Genemf &r&ion of the commitfee. 
The committee reviews and evaluates 
available data on the safety and 
effectiveness of devices and makes 
recommendations for their regulation. 

Agenda-Open public hearing. 
Interested persons may present data, 
information,, or views, orally or in 
writing, on issues pending before the 
committee. Those desiring to make 
formal presentations should notify the 
committee contact person before March 
11.1989, and,submit a brief statement of 
the general uatum of the evidence or 
arguments they wish to present, the 

I. names and a+idresses of proposed HeaIth. Ja&k Masur Auditorium+ Bldg. 
9090 Rockville Pike, Bethesda, MD. 

lO,p- 
b:? participants, iand an indication of the 

Type ofmeeting-tid conthctperson. ;# 
Open public hearing, March 3,1988,9 
a.m. to 10 a.m., unless public 

-: 
yl 

participation does not last that long; -ii 
open committee discussion, 10 a.m. to 5”;” 
p.m; Mart& 4.1988. open committee 
discussion, 9 am. to 5 p.m; Joan G - 
Standaert, Center for Drug Evaluation 
and Research (HFl%llO), Food and Drug 
Administration. 5600 Fishers Lane, 
Rockville, MD 208q. 3o1-443-4’Mo or 
4145248211. 

eppt&imateitime required to make their 
comments. 

Geneml #metion of the committee. 
The committee reviews and evaluates 
availabie data on the safety and 
effectiveness of ma&eted end 
investigational presmiption drugs for 
use in the treatment of cardiovascular 
&isorden and diseases. 

Agench-Qren pubiic hear& 
[nterested persons requesting to present 
data, information, or views, orally or in 
writing on imues pfafiing before the 
committee shonld notSy the committee 
contact person. 

Open committee ifikcfission~ The 
committee wiB discuss (NDA t3-98l/!S- 
00~) enkaid lencainide HCl), Bristol 
Myers PbmnaceuficaIs for treatment of 
supraventicular tacbyarrhythmia: (NDA 
1%093/S-Zf5J and (NDA m-517) isdii 
(isosorbide dinitrak), oraland 
parenteral. Wyeth Laboratories. for’ 
treiltment of congestive heart-failure, _ 

Open kmrfiittee discussion. The 
Panel will discuss.a premarket approval 
application for a contraceptive tuba1 
occlusion device and provide FDA with 
its recommendation. . . 

FDA pubIi< advisory committee 
meetings may have aa many as four 
separable portions: (1) An open public 
hearing, (z) an open committee 
discnssion, (31 a closed presentation of 
data. and (4) a closed committee 
deliberation. Every advisory committee 
meeting shall Ihave an open public 
hearing port&. Whether ornot ifaiso 
includes any:bf the other three portions 
will depend upon the specific meeting 
irwoh& “fhep are no closed portions 
for the meetfngs announced in this 
n&e. The d&es- and times reserved for 
the open portions ofeach committee 
meeting are listed above. 

The open p&c hearing portion of 
each meeting shall be at least 1 hour 
long ;rmiess puhhc participation does not 
last that long. It is emphasized, however, 
that the 1 hd time limit for an open 
public hearingrepresents a minimum 
rather than a maximum time for public 
partrmpation. and an open public 
heatig may l&t for whdtever longer 
pXiOfi-tfie comjnittee chairperson‘ 
determines we farnhtatethe 
committee’s work. . 


