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EXECUTIVE SUMMARY 

This report is required under section 1142 of the Food and Dmg Administration Safety 
and Innovation Act (FDASIA) of201 2, which amends section 712(e) of the Federal 
Food, Drug, and Cosmetic Act (FD&C Act). FDASIA requires the Food and Drug 
Administration (FDA or the Agency) to provide information on its advisory committee 
vacancies and public disclosures ofinfonnation for fiscal year (FY) 2014. The reporting 
information was first mandated by the Food and Dmg Administration Amendments Act 
of2007, section 712, and subsequently modified by FDASIA. 

As required in the statute, this rep01i describes: 

• the number of persons nominated for pmiicipation at meetings for each advisory 
committee; 

• the number of persons so nominated and willing to serve; 
• the number of vacancies on each advisory committee; 
• the number of persons contacted for service as members on each advisory 

committee meeting for each advisory committee; 
• the number of persons contacted for service as members on each advisory 

committee meeting for each advisory committee who did not participate because 
of the potential for such participation to constitute a disqualifying financial 
interest under 18 U.S.C. 208; 

• the number of persons contacted for service as members on each advisory 
committee meeting for each advisory committee who did not participate because 
of reasons other than the potential for such participation to constitute a 
disqualifying financial interest under 18 U.S.C. 208; 

• the number of members attending meetings for each advisory committee; and 
• the aggregate number of waiver disclosures and the percentage of individuals who 

served on a committee for each meeting to whom waiver disclosures did not 
apply. 

Some highlights of FY 2014 include: 

• FDA continues to decrease the vacancies on advisory committees and has a 
cunent vacancy percentage of 15 percent, which is a decrease from previous 
years; 

• FDA granted waivers under 18 USC 208(b)(3) for 0.26 percent ofmeeting 
participants (waivers granted to only 3 out of 1,115 meeting participants); 

• FDA found that 5 percent of the total number of persons contacted to serve on an 
advisory committee did not participate because of the potential for conflicts of 
interest for such participation as determined by the Agency ( 1,963 total contacted; 
1 07 not serving due to potential conflicts of interest); and 

• FDA launched its first Membership Nomination Web Portal, an Internet-based 
application system. The portal enables nominees to submit their entire application 
for membership on an advisory committee from FDA's website, creating a 
paperless, streamlined process that will enable the Agency to accept, evaluate, and 
ultimately nominate individuals for membership in a more timely fashion. 
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Background 

Section 712(e) of the FD&C Act1 requires FDA to repmi annually on its advisory committee 
vacancies and public disclosures ofinformation. Specifically, section 712(e)2 requires a report that 
describes: 

(1) 1N GENERAL- Not later than Februm:y 1 of each year, tlze Secretmy shall submit to the 
Committee on Appropriations and the Committee on Health, Education, Labor, and Pensions f~( 
tlze Senate, and the Committee on Appropriations and the Committee on Energy and Commerce of 
the House of Representatives, a report that describes-

( A) 1-Fith respect to the .fiscal year that ended on September 30 of the previous year, the 
number ofpersons nominatedfor participation at meetings for each advis01y committee, the 
number of persons so nominated and willing to serve, the number <?(vacancies on each 
advismy committee, and the number a_( persons contacted for service as members on each 
advismy committee meetingfor each advismy committee who did not participate because o.l 
the potential for such participation to constitute a disqual(fying.financial interest under 
section 208 of title 18, United States Code; 
(B) with respect to such year, the number o.f persons contacted for services as mem hers on 
each advismy committee meetingfor each advisory committee who did not participate 
because <?(reasons other than the potentia/for such participation to constitute a 
disqual~fying.financial interest under section 208 of title 18, United States Code; 
(C) witlz respect to such year, the number of members attending meetings for each advismy 
committee; and 
(D) with re~pect to such year, the aggregate number o.f disclosures required under 
subsection (d) and the percentage of individuals to whom such disclosures did 
not apply who served on such committee. 

Reporting Period 

This rep01i covers the period from October I , 2013, through September 30, 2014. 

Scope of the FY 2014 Annual Report 

In response to the information to be rep01ted under section 712( e )(1 )(A), Table 1 presents the data 
on the number of vacancies, the number of nominees received, 3 and the number of such nominees 
willing to serve4 in FY 2014, for each advisory committee. 

1 21 U.S.C. 379d-l(e). This annual report requirement was added by the Food and Drug Administration Amendments 
Act of2007 (FDAAA), signed into law on September 27, 2007, and amended by the Food and Drug Administration 
Safety and Innovation Act (FDASIA), effective October 1, 2012. Title VII ofFDAAA added new conflict of interest 
provisions applicable to FDA advisory committees, effective October I , 2007. 

References to "sections" in this report are to sections of the FD&C Act unless otherwise specified. 
~ FDA considers a nominee as "received" when the submission includes all of the following information for the 
nominee: complete curriculum vitae, a current address and telephone number, the advisory conuuittee(s) or advisory 
panel(s) for which the nominee is recommended, and a written confirmation that the nominee is aware of the 
nomination. 
4 See section 712(c)(1)(B) of the FD&C Act. The nominees that FDA received were counted as "willing to serve" if a 
review of the submission indicated that the nominee appeared to meet qualifications to serve and the nominee 
confirmed his/her willingness to serve after being contacted by FDA and informed of the committee requirements for 
service, including conflict of interest requirements. 



The number of vacancies on an FDA advisory committee may vary within any given year 
depending on when openings are filled and when new vacancies occur. In order to provide a 
complete picture ofthis dynamic process, Table 1 lists the total number of authorized member 
positions as described in the committee charter, the total number of vacancies for each advisory 
committee at the stati ofFY 2014, the number of new vacancies during FY 2014, and the number 
of these vacancies filled during FY 2014. FDA continues to decrease the vacancies on advisory 
committees and has a cunent vacancy percentage of 15 percent, which is a decrease fimn previous 
years. 

Advisory Committee 
Na me (by 
Office/Center) 

Total All 
Offices/Centers 

Advisor~· Committee 
Name (by 
Officl'/Ccnter) 

~!:.~~·.':~..:!~-
ll.'l~U~tDI• 

Science Board to the 
_F~ 
Pediatric Advtsmy 
Committee 

~~:i~~;l~:~::~~::~~ 
t::'~' "'~.c-o:. ... , 
!;~;.~v._ 

Allergenic Products 

Blood Products 

~::~~~~~e~~~~- & 

Transmissible 
Spongifonn 
Encephalopathies 
~accines and Related 

-Suppmt Drugs 

Allli: ·"- Drup;s 

Antiviral Drugs 

At1hritis 
1..31'1 .br and 
Renal Drugs 

~'-· 
\.. ~oD~~S 
*Drug Safety and Risk 
Managemoom 

E l•u• ·~·:;;~.1~7~~=nd 

Gastrointestinal Drugs 

Authorized 
Membership 
a s of 9/30/13 

620 

Authorized 
Membership 
as of 9/30/ 13 

5l 

21 

16 

15 

.,. 
10 

18 

14 

16 

13 

Table 1 - 712(e)(1)(A) Pre-existing Vacancies, New Vacancies, 
Nominees Received, and Nominees Willing To Serve- FY 2014 

Vacancies New Vacancies Vacancies Authot·izcd Vacancies Nominees 
as of during Filled l\1l'mbct·ship as of Received 

9/30/13 t·cporting period (10/01113- as of 9/30/14 9/30/14 (10/01113-
(10/01/13- 9/30/14) 9/30/14) 
9/30/14) 

9o r·n1 145 122 595 100 545 

Vacancies New Vacancies Vacancies Authorized Vacancies Nominees 
as of during Filled Membct·ship as of ReceiYCd 

9/30/13 reporting period (10/01113- as of 9/30/14 9/30/ 14 (10/01 /13-
(10/01113- 9/30/14) 9/30/14) 
9/30/14) 

_ 7 _9 ,,J:z _ ~l .. 89 

2 4 5 21 I 62 

3 4 4 16 3 14 

2 I 3 15 0 13 

8 ~-- ; ':fl.f 
p - " · 

·- ., .lol' 

0 3 3 10 0 4 

0 5 2 18 3 3 

0 6 4 14 2 13_ 

0 2 0 16 2 I 

0 5 13 0 3 

Nominees 
Willing to 

Serve 
(10/1/13-
9/30/14) 

184 

Nominees 
Willing to 

Serve 
(10/01113-
9/30/14) 

2!\ 

10 

7 

8 

'" t:;: ·.~. 
~.w ' ! t 

4 

3 

10 

I 

3 
~\. J f\' 

~rlt~ 
~ •f I 

t·~I3~ 
' ~: J- ' ~~ ~~-' .~ liB~ 

2&'1· ,,C: 1 1 J>~L••!af ~- j i<l~~ 
. .... -~:- ~ .' 2:m ·'· 

14 I 5 6 12 0 8 6 

14 1 I 2 14 0 6 I 

14 0 4 ~ 14 0 2 0 

12 6 2 8 12 0 13 7 

12 2 2 0 12 4 12 I 

16 11 3 3 16 J I 10 0 

14 0 3 0 12 3 22 0 

12 I 4 I 12 4 13 4 

12 2 2 4 12 0 3 2 
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Adviso ry Co mmittee Authofiz~d Vacancies New Yaennci~s Vacanci~s Authol'ized Va cancies Nomi nees Nominees 
Name (b~· O ffiee/C t>nt t>r) Membership as of dut·ing Filkd Membership as of Received W illing to Serve 

a s o f 9/J0/13 •·eporting (10/01/ 13- as of 9/30/14 (10/01/ 13- (10/01/B-
9/J0/0 pcriod 9/J0/14) 9/J0/14 9/30/14) 9/30/14) 

(10/01 /IJ-
9/30/14) 

Medical Imaging Drugs 13 I 1 2 13 0 3 I 

Nonpt·escript ion Drugs 15 0 2 I 15 I 7 0 

Oncologic Dr ugs 14 0 5 2 14 3 14 10 

Pel'ipheral a nd Centt·a l 
Nervous Svstem Drugs 12 1 4 5 10 0 6 3 
''*Pharmaceut ical 
Science and C liniral 
Pharmacolog~· 30 IS*'''S 0 0 17 5 16 2 

**Pharmacy Compounding 13 13 0 0 13 13 115 3 
****Psychophannacologic 
Drugs 12 3 2 2 10 J I I I 

Pulmonary-Allergy Drugs 14 4 2 6 12 0 5 3 
*****Reproductive Hea lth 
Dmgs/Bonc, Rcproduct ivc 
and Urologic Drugs 14 0 3 I 12 2 7 0 

~~~ 
~ 

ll"mm;n~ \t 
IJli,.\li~tr·''~ l112 ll C\11 .w 102 38 SC\ .(i4 

Device Good 
Manufactwing Prac tice 
Advisory Committee 9 I 2 I 9 2 10 0 
l\1edieal D~vices 
Advisor v Committet> 
(Comprised o f 18 Panels) 
- Anesthesiology and 
Respiratory T herapy 
Devices Panel 9 0 4 0 9 4 6 6 

- Circulatmy System 
Devices Panel 9 2 I 2 9 I 8 8 
- Clinical Chemistt)' and 
Clinical Toxicology 
Devices Panel 9 0 2 0 9 2 2 2 

- Dental Products Panel 10 I 3 3 10 1 6 3 

- Ear. Nose. and Throat 
Devices Panel 9 I 3 4 9 0 2 2 

- Gastroenterology-
Uro logy Devices Panel 9 0 2 2 9 0 3 I 

- General and Plastic 
Surget)' Devices Panel 9 0 2 0 9 2 I 0 
- General Hospital and 
Persona l Use Devices 
Panel 9 0 4 3 9 I 6 6 

- Hematology and 
Pathology Devices Panel 9 0 4 I 9 3 3 2 

- Immunology Devices 
Panel 9 I 3 I 9 3 I I 

- Medical Devices Dispute 
Resolution Panel 5 0 I I 5 0 6 I 

- Microbiology Devices 
Panel 9 2 3 4 9 l 3 3 

- Molecular and C linical 
Genetics Panel 9 2 2 4 9 0 10 10 

- Neurological Devices 
Panel 9 0 2 2 9 0 3 3 

- Obstellics-Gynecology 
Devices Panel 9 0 5 0 9 5 6 6 

- Ophthalmic Devices 
Panel 9 0 3 3 9 0 3 3 
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Ad\'isory Committee 
Name (by Office/Center) 

- 011hopedic and 
Rehabilitation D~vices 

Panel 
- Radiological Devices 
Panel 
National Mammography 
Quality Assuranc.:: 
Advism Committe~ 
Technical Electronic 
Product Radiation Safety 
Standards Committee 
\ ., hT I IZ t:tJI ( H l, I I I . 

s 11·1·'1'\ .<, ] ~ JI ~. 1 ' 1 ' 1 11 · 1' 
h: l ii'IU ' I 'I UI~ ~ 

Tobacco Products 
Scientific Advismy 

Authorized 
Membership 

as of 
9/30/13 

9 

9 

19 

15 

17 

17 

9 

12 

Vacancies 
as of 

9/30/13 

3 

3 

0 

0 

Nl'" Vacancies 
during 

reporting 
period 

(10/01 /13-
9/30/14) 

3 

2 

5 

4 

4 

3 

Vacancies 
Filled 

(10/01/13-
9/30/14) 

3 

0 

2 

3 

3 

.. 
4 

Authol"ized 
mcmbe1·ship 

as of 
9/30/14 

9 

9 

19 

15 

I 

17 

9 

9 

12 

Vaca ncies 
a s of 

9/30114 

5 

6 

l 

2 

0 

Nominees 
Rccei\·ed 
(10/01/13-
9/30/14) 

3 

0 

4 

0 

30 

• 
9 

Nominees 
Willing to 

Sene 
(10/1/13-
9/30/14) 

3 

0 

4 

0 

IS 

18 

9 

Committl'e 12 0 3 3 12 0 34 3 
*Effective May 3 I . 2014. Dmg Safety and Risk Management decreased authorized member ship from I 4 to 12. 
**Effective Febmaay I . 2014. Pharmaceutical Science and Clinical Pharmacology decreased the total authmized membership by 13 from 30 to 17; 5 vacancies remained 
from the IS rcpo1ted in FY 2013. 

***On April 25, 2012. the charter for the Phannacy Compounding Advismy Committee was filed. re-establishing the Committee. Committee member appointments are 
under review at the time of this report. 

****Effective June 4. 20 14. Psychophannacologic Dmgs decreased authorized membership from 12 to I 0. 
*****Effective March 23,2014. Reproductive Health Drugs changed the committee name to Bone, Reproductive and Urologic D111gs and dL-cre:1sed authorized membership 
from 14 to 12. 

Section 712(e)(l)(D) of the FD&C Act calls for an annual report of the aggregate number of 
waiver disclosures required under section 712(c) and the percentage of individuals to whom such 
disclosures did not apply who served on such committee. Under section 712(c), FDA is required 
to publicly disclose on its website the type, nature, and magnitude of the financial interests of each 
advisory committee member who receives a waiver under the federal conflict of interests laws5 that 
apply to all advisory committees, and the reasons for granting the waiver.6 This infonnation is 
posted on FDA's website prior to each meeting. Table 2 presents the number of individuals 
contacted who did not serve due to potential conflicts of interest and those who did not serve for 
reasons other than potential conflicts of interest. Table 2 also presents the number of waiver 
disclosures made in FY 2014 and the percentage of individuals to whom disclosures did not apply 
in FY 2014. 

5 18 U.S.C. 208 
6 A waiver under 1 8 USC 208(b )( 1) may be granted for an employee if the financial interest is not so substantial as to 
be deemed likely to affect the integrity of the employee's services. A waiver under 18 USC 208(b)(3) may be granted 
for a special govemmental employee serving on a federal advisory committee if the need for the individual's services 
outweighs the potential for a conflict of interest created by the financial interest involved. Under 21 USC 3 79d­
l(c)(l)(B), the reasons for a waiver determination must be disclosed, including, as appropriate, a statement conceming 
the public health interest in having the expertise of the member with respect to the particular matter before the advisory 
committee. 
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Table 2- 712(e)(1}(D) Number of Meetings, Persons Contacted, Persons Contacted Who Did 
Not Serve, Participants, and Waivers Granted FY 2014 

FDA TOTAL 

Committee Name 

\I 1 I ' I \ I ' 
~\lld\'1 ·, , I ' I 

Science Board to the Food 
and D111g Administration 

Science Board to the Food 
and Dmg Administration 

Pediatric Advisory 
Commillec 

Pcdiauic Advisory 
Committee 

Risk Communication 
(RCAC) 

Risk Communication 
(RCAC) 

' ' ,, ! 

·' 
I . 

Anesthetic and Analgesic 
Dmg Products Advis01y 
Committee 

I 
I 

: 

I 
J 

Number of 
Meetings 

74 

Meeting Number 
Date of 

Meetings 

... ..... 

2/5/ 14 1 

614/.14 I 

4/2 1/ 14 I 

9/2311 4 I 

12/ 17113 l 
515-

6120 14 I 
---~ 

N/A N/A 

11113/ 13 

#of persons # of persons 
contacted contacted 

(attending and and not 
not scr·ving due 

a ttending)* to potential 
counicts of 

interest 

1963 107 

# of persons #of 
contacted persons 
(attending contacted 
and not and not 
attc.'uding)* scn•ing 

due to 

IJ 
potential 
conflicts of 
interest 

17 0 

22 0 

26 3 

20 l 

3 1 0 

23 0 
-

I I 0 

0 

27 

19 0 

24 

28 0 

II 0 

NIA N/A 

12 0 

20 2 

#of persons Total Number· 18 usc Total Meeting %of Meeting 
contacted and of Meeting 208(b)(1) Partidpants Participants 

not sening Participants and (b)(3) with No Not Issued 
due to reasons Attending \Vaivcrs \Vaiver·s Waivers 

other than (voting& Granted 
potential nonvoting)* 

conflicts of 
interest 

741 1115 3 1112 99.73% 

#of persons Tota l 18 usc Total %of 
contacted Number of 208(b)(l) meeting Meeting 
and not Meeting and (b)(3) Participants Participants 
serving due Par1icipants \\'aivers "ith 110 Not Issued 
r·easons other· Attending Gr·anted "aiv<>rs Waivers 
than (voting & 
potential nonvoting)* 
conflicts of 
interest 

I --- " 

0 17 0 17 100.00% 

3 19 0 19 100.00% 

8 15 0 15 100.00% 

3 16 0 16 100.00% 

10 21 0 2 1 100.00% 

3 20 0 20 100.00% 
I 
I 

I 

I 

0 10 100.00% 

0 9 0 9 

9 17 0 17 

5 14 0 14 100.00% 

20 100.00% 

6 22 0 22 

4 7 0 7 100.00 

NIA N/A N/A N/A 100.00% 

II 0 II 100.00% 

17 0 17 

5 

I 

I 
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Co mmittee Name 1\ leeting Number #of per sons #of #of persons Total 18 usc Total %of 
Date of contacted persons contacted Numb<'r of 208(b)(l) lllCCting 1\t<'eting 

Meetings (attending co ntact<'d and not Meeting and (b)(3) Par·ticipants Par·ticipants 
and not and not sening due Participants 'Yaiv<'rS "ith 110 Not Issued 

attending)* serving reasons other Attending Gr·anted "aiver·s Waiwr·s 
due to than (voting& 

potential potential nonvoting)* 
conflicts of conflicts of 

inter<'st interest 
Anc'Sthdic and Analg<!sic 
Drug Prod ucts Adviso•y 6111-
Committee 12/ 14 1 66 5 37 24 () 24 100.00% 
Anti- Infective Drugs 
Advisory Committee 1011711 3 I 32 I 13 18 () 18 100.00% 
Anti-Infective Drugs 
Advisory Commille<! 10/ 18/ 13 1 20 0 4 16 0 16 100.00% 
Anti-Infective Drugs 
Advisory Committee 3/31/14 I 25 I 10 14 0 14 100.00% 
Antiviral Drugs Advisoty 
Committee 10124113 I 23 4 0 19 0 19 100.00% 
Antiviral Drugs Advisory 
Committee I 0125/13 I 22 4 3 15 () I S 100.00% 
A11hritis Advisory 
Committee (joint w/ 2/10-
DSaRM) 11/14 I 49 7 17 25 0 25 100.00% 
Bone. Reproductive and 
Urologic Dmgs Advismy 
Committee (joint w/ 
DSaRM) 9/ 17/14 I 56 0 35 21 I 20 95.24% 
Bone, Reproductive and 
Urologic Dmgs Advismy 
Commil!~'C (joint w/ 
DSaRM) 9/ 18/ 14 1 55 0 34 2 1 I 20 95.24% 
Cardiovascular and Renal 
Drugs Advis01y 
Conunittee 1/14/14 I 22 I 4 17 0 17 100.00% 
Cardiovascular and Renal 
Dmgs Advisory 
Committee 1/15114 I 18 2 5 11 0 11 100.00% 
Cardiovascular and Rena l 
Drugs Advisory 
Committee 1/16/ 14 I 18 I 6 I I 0 11 100.00% 
Cardiovascular and Renal 
Dmgs Advisory 
Committee 2/12114 I 15 0 6 9 () 9 100.00% 
Cardiovascular and Renal 
Drugs Advisory 
Committee 3/27/ 14 I 17 0 6 II 0 ]] 100.00% 
Cardiovascular and Rena l 
Dmgs AdvisOJy 
Committee 9/9114 I 20 I 9 10 0 10 100.00% 
Cardiovascular and Renal 
Dtugs Advismy 
Committee 9/10/14 I 2 1 0 6 15 0 15 100.00% 
Dennatologic and 
Ophthalmic Drugs 
Advisory Committee NIA N/A N/A N/A N!A N/A N/A N/A N/A 
Dmg Safety and Risk 
Management Advisory 
Committee N/A N/A NIA N/A NIA NIA N/A N!A N/A 
Endocrinologic and 
Metabolic Dmgs Advisoty 
Committee 10/ 16/ 13 I 27 2 14 II 0 II 100.00% 
Endocrinologic and 
Metabolic Drugs Advis01y 
Committee I 1/19113 I 37 2 14 2 1 0 21 100.00% 
Endocrinologic and 
Metabolic Drugs Advismy 
Committee 12/11 / 13 I 28 l 15 12 0 12 100.00% 
Endoctinologic and 
Metabolic Dmgs Advismy 
Committee 1211211 3 I 44 I 29 14 0 14 100.00% 
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411114 10 15 0 15 100.00% 

l/ 14 4 20 15 0 IS 100.00% 

Wl::!t14 24 0 II 13 0 

3 26 22 0 22 100.00% 

NIA N!A N/A NIA NIA NIA NIA N/A N/A 

0 5 25 0 25 100.00% 

2126/14 29 0 8 21 0 

512114 35 0 20 15 0 

9/3114 29 0 17 12 0 12 100.00 

914-511 4 34 2 13 19 0 19 100.00% 

11 /04113 25 3 12 10 0 10 

I 1/511 3 26 3 13 10 0 10 

2 13 100.00% 

3 3 15 0 18 100.00% 

I 1/ 14/ 13 17 0 6 11 0 100.00% 

NIA N/A N/A NIA N/A N/A N/A 

N/A NIA NIA NIA NIA NIA NIA N/A N/A 

NIA N!A N/A NIA NIA NIA NIA NIA N/A 

N/A NIA NIA N/A N/A 
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Committee Name l\1eet in,:: Number # of pCl'SOnS #of # of persons Total 18 usc Total % of 
Date or contacted persons contacted Numbe•· of 208(b)(l) 111Ct'1ing Mel'ting 

Meetings (attending contacted and not l\1eeting and (b)(3) Pa rti cipants Participants 
a nd not and not serving due Participants \YaiVCI'S 1vith no Not Issued 

attendingt' serving J'ellSOnS other Attending G ranted waivers \Vaivcrs 
due to than (voting & 

potentia l potential nonvoting)* 
conflicts of connicts of 

interest interest 

' : "l I~ 

I 
~ .. - -

.. '· ··:II I 

\. • ~ .~ J .,. 1 i 
I _, : l'(h: l' I 

Anesthesiology and 
Rcspirnto1y Therapy 
Devices Panel 2120114 I 22 2 4 16 0 16 100.00% 
Clinical Chcmishy and 
Clinical Toxicology 
Dcvic•'S Panel NIA NIA NIA N/A NIA NIA NIA NIA N/A 

I 0/812-
Circulatmy System 13-
Devices Panel I 0/9/ 13 I 27 4 6 17 0 17 83.33% 

Circulat(HY System 
Devices Pnncl 12/11 / 13 I 25 4 4 17 0 17 100.00% 

Circulatmy System 5/6/14-
Devices Panel 517/14 I 29 0 10 19 0 19 100.00% 

Circulatory System 
Devices Panel 6/12114 I 25 5 8 12 0 12 100.00% 

Dental Products Panel N/A N!A N/A N/A N/A NIA NIA NiA N/A 

Enr. Nose. and Throat 
Devic~s Panel I 1/8/13 I 30 3 II 16 0 16 100.00% 

Gastroenterology and 
Urology_ Devices Panel 3/20/ 14 I 20 I 6 13 0 13 100.00% 

Gastroenterology and 
Urology Devices Panel 6/17/ 14 I 28 3 13 12 I 11 91.67% 

Gastroentt-•rology and 7/30114 -
Urology Devices Panel 7/31114 I 31 4 13 14 0 14 100.00% 

General and Plastic 
Surgery Devices Pan~! 8/ 1114 I 19 0 5 14 0 14 100.00% 
General Hospital and 
Personal Use Devices 
Panel NIA NIA N/A NiA N/A N/A NIA N/A N/A 

Hematology and Pathology 
Devices Panel N/A N/A NIA N/A N/A N/A N/A N/A N/A 

Immunology Devices 
Panel NIA N/A N/A N/A N/A N/A N/A N/A N/A 

Medical Devic~'S Dispute 
Resolution Panel N/A NIA N/A N/A N/A N/A N/A N/A N/A 

Microbiology Devices 
Panel 3/12/14 I 31 7 7 17 0 17 100.00% 

Molecular and Clinical 3126/14 -
Genetics Devices Panel 3127/ 14 I 27 3 II 13 0 13 100.00% 
Neurological Devices 
Panel 4i24/14 I 33 0 15 18 0 18 100.00% 
Obstetrics and Gynecology 7110114 -

Devices Panel 7/l l/ 14 I 34 2 14 18 0 18 100.00% 

Ophthalmic Devices Panel 3114/14 I 24 0 II 13 0 13 100.00% 

Ophthalmic Devices Panel 5/ 13/ 14 I 26 I 10 15 0 15 100.00% 

Ophthalmic Devices Panel 616/ 14 I 33 0 22 II 0 II 100.00% 

Oiihopedic and 
Rehabilitation Devices 
Panel 12/12/ 13 I 27 0 13 14 0 14 100.00% 
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Committee Name Meeting Number # of persons # of # Of pCl'SOnS Total 18 usc Total %of 
Date of contacted persons contacted Number of 208(b)(l) meeting Meeting 

Meetings (attending contacted nnd not Meeting and (b)(3) Participants Pa1·ticipants 
and not and not serving due Participants \Vaivers with no No t Issued 

all ending)" serving reasons other Attending Granted waivers " 'aivers 
due to than (voting & 

potential potential nonvoting)* 
connicts of conflicts of 

interest interest 
·-

' - . ! , ,,, -l-- - ~ 

' , .._,·~I' 

• I l.._,'ll.. ''\ I 

,1 · < \1:--:' t·· . 
--~ --- --- I 

·-

011hopedic and 
Rehabilitation Devices 
Panel 2/2 1/ 14 19 0 9 10 0 
Radiological Devices 
Panel N/A N/A N/A N/A NIA NIA NIA NIA N/A 
National 
Quality Assurance 

Committee N/A N/A N/A NIA NIA NIA N/A N/A N/ 

Reducing the Number of Vacancies on Advisory Committees 

FDA uses many strategies to help identify as broad a selection of advisory committee candidates as 
possible and include qualified experts with the fewest potential conflicts of interest. 

Under section 712(b)(1)(A), FDA is to develop and implement strategies on effective outreach to 
potential members of advisory committees at universities, colleges, other academic research 
centers, professional and medical societies, and patient and consumer groups. FDA is directed to 
seek input from professional medical and scientific societies to dete1mine the most effective 
informational and recruitment activities. FDA is also expected to take into account the levels of 
activity (including the numbers of annual meetings) and the number of vacancies of the advisory 
committees. The statute lists a number of suggested recruitment activities. With these suggested 
strategies in mind, the Agency is currently employing the following outreach practices: 

• FDASIA section 712(b)(1)(c) recommends that at least every 180 days, FDA request 
referrals for potential members of advisory committees from a variety of stakeholders, 
including (i) product developers, patient groups, and disease advocacy organizations; and 
(ii) relevant (I) professional societies, (II) medical societies, (III) academic organizations, 
and (IV) govemmental organizations. FDA regularly notifies the public about vacancies on 
advisory committees through Federal Register notices approximately four times annually. 
Many professional societies use these notices to share news of potential vacancies among 
interested professionals. In FY 2014, FDA issued 10 ofthese notices. FDA also uses its 
Advisory Committee website at http://www.fda.gov/AdvisoryCommittees/default.htm to 
display such vacancies. 
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• FDA's advisory committee staff patiicipates in FDA TRACK, an Agency-wide 
perfonnance plan that provides monthly reporting on measurable objectives on its public 
website. As part of that effo11, the advisory committee program repotis on the monthly 
vacancy rates by committee as well as on Agency outreach activities. 

• A staff member in FDA's Advisory Committee Oversight and Management Staff 
(ACOMS), Office of the Commissioner, serves as the liaison and point of contact for 
infonnation regarding the Agency's advisory committee recruitment activities, vacancies, 
and nominations. The liaison contacts local, state, and federal authorities, organizations, 
and universities to discuss strategies for effective outreach and recruitment within those 
settings. 

• Effective January 15, 2014, individuals may submit their curriculum vitae and nomination 
infonnation directly to FDA's Web Portal Application System. During FY 2014, FDA 
received more than 500 submissions through the pmial. 

• Cunent and retiring committee members, familiar with conflict of interest rules and 
regulations, are encouraged to communicate with colleagues and recruit new members. 

• FDA utilizes new member advisory committee training and updates to encourage current 
members to recruit and nominate potential candidates. 

• FDA actively seeks nominees for consumer representative membership by meeting 
quarterly with a group of consumer-oriented organizations. 

• FDA distributes brochures containing advisory committee infonnation and criteria for 
membership at training sessions, public advisory committee meetings, and professional 
scientific meetings. During this reporting petiod, FDA representatives presented and or 
distributed recruitment brochures at the following professional meetings: 

1. American Association of Tissue Banks Annual Meeting; National Harbor, 
Maryland. 

2. Washington Bio-Leaders Forum, Washington, DC. 
3. Science Leaders talk at Howard University, Washington, DC. 
4. The 1 i 11 US-Japan Cellular and Gene Therapy Conference, Chime1ic Antigen 

Receptor T Cells for Cancer Therapy, National Institutes of Health, Bethesda, 
Maryland. 

5. Maryland Public Health Association 2014 Annual Conference, Baltimore, 
Maryland. 

6. Scoliosis Research Society 49111 Annual Meeting, Anchorage, Alaska. 
7. American As.sociation for Cancer Research (AACR), San Diego, California. 
8. National Hispanic Medical Association, Washington, DC. 
9. American Association of Medical Colleges, Philadelphia, Pennsylvania. 
10. American Public Health Association Meeting, Boston, Massachusetts. 
11. American Association of Pharmacists, Washington, DC. 
12. American Association of Family and Consumer Sciences, St. Louis, Missouri. 
13. Gay, Lesbian Medical Association, Baltimore, Maryland. 

10 




