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GCP Connection

+ 1.11 Case Report Form

A printed, optical, or electronic document designed
to record all of the protocol required information to
be reported to the sponsor an each trial subject.




CRE Design

+ Standard CRF Modules

performing multiple studies in same research area
+ Design Standards

standardize the “look and feel”
+ CRF Connectivity

link data from one CRF to another for analysis




Standard CRF Modules

+ Reusable CRFs as templates
useful starting point, customize as needed
+ Design goals

Gather accurate data that answers study
guestions

Ease of data entry
Ease of analysis




Standard CRF Modules

+ Forms likely to use standard templates
Inclusion/Exclusion
Adverse events
Concomitant medications
Protocol Violation Forms
Final status
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Design Standards

+ Header
Study number - Preprinted
Site number
Participant number
Form ID — Preprinted
Form Sequence Number (FSN) — Preprinted
Contact Date — Can preprint “20”




Header Items

‘fhi
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330051

3 = Visit 3 (Start of ph. 2)

4 = Visit 4 (One week FU)
5=Visit 5 (Two week FU)

6 = Visit 6 (Final Visit - Main)

8 = Substudy Visit 2
9 = Substudy Visit 3

0 = Unscheduled Visit

LAB
LAB
Center Number Study Number Participant Number Visit Date
o]3]5]2] 9860 el clis]/[ol7] /200
mm Y¥yy
1= Visit 1 (Screening) PITTSBURGH ONLY
2 = Visit 2 (Enrollment) 7 = Substudy Visit 1 Visit Type

For any abnormal test results, complete AE form (except for Screening and Enrollment visits)

Wet Mount Results
(Required for Visit 1; all other “as indicated™)

0 = Negative
1 = Positive
2 = Not done

1. Candida
2. Trichomonas
Bacterial Vaginosi ﬂ




GCP Connection

+ 2.11 The confidentiality of records that could
iIdentify subjects should be protected, respecting
the privacy and confidentiality rules in
accordance with the applicable regulatory
requirements.

5.5.5 The sponsor should use an unambiguous
subject identification code that allows
iIdentification of all the data reported for each
subject.




Data Entry Screens —
Design Headers

Standardize naming convention for header
items.

Facilitates query of data

Reporting errors

Tracking of errors at the sites
Facilitates reporting of data
Tracking enrollment totals over time




Electronic Form Header

aTa

& Clintrial Enter - Erik Jolles - TPK_9B60 - STUDY_DATA
File Edit View Mawvigate List Flags MNokes Discrepancies Reporks  Custom  Window  Help

S R L
Eﬂ S| EE5| v
I & wi.lab.lab - LAB.2 (UPDATE)

Ry
Center Humber: Study Humber: Participant Humber: Yizit Date: ]DE 2|07 22007

mm dd yypy

LAB
Visit Type: l2 x| [Visit2[Erraliment]

. Candida:
. Trichomonas:

. Bacternial ¥aginosis:

. Dther [TEXT): | 12 x| [NotDarq
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Standard Reports

Eeport: |1 - AE Serious | Start Date: | 15 » | JAN w2007 »
| Apply || PRINT |
Center: | All v End Date: |15 w | JAN | 2008
9545 AE Report:
AF Serious
Center: All
Start Date: 15-JAN-2007
End Date: 15-JAN-2008
| cN || PN || FSN [[CONDATE| AFDGLO | AEBLFSNO || AEONDATE || AFREL || AERECUR || AESER || AESEV || AEACT || AR
9094 || 2530 || 239067 || 09-FEB-07 || APPENDICITIS 20-JAN.07 0 1 2 0
10168 || 5754 || 330965 || 15-JAN-07 || HYPERTENSION 07-DEC-06 0 1 1 0
9994 | 2644 || 334065 || 22-FEB-07 | VIRAL FEVER 01-NOVO6 || O 1 1 2
SPONTANEOUS
10168 || 5140 || 330873 || 15-JAN-07 || prc s boTa GF 10-JAN-07 0 1 3 0
CELLULITIS
10168 || 5754 || 330944 (| 15-JAN07 | T B 07-DEC-06 0 1 1 0
8097 | 6971 || 337098 ([ 16-JAMN-07 | MALARIA 13-JAN-07 0 1 1 0
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Screened Enrolled Report

s Lratabase L onnts Lustom ASSess NManace Looont
]—._l“ International H ge Logout

Study:CSHP_9845

Start Date: |04 + |FEB w | 2006 +

Center: | Al Apply
FHEr End Date: |04 ~|FEE ~|2007 ~ [ )

| PRINT |

User:Erik

Counts

Summnarv Repoxt
Center: All
Start Daie: 04-FEB-2000
End Date: 04-FEB-2007

Digcrepancy Count

Discrepancy Adgeing

Ionthly Entries
Panel Becords by T

tonthly Entry Intervals

Count on Field
Summary Report

|Tutal Subjects Screened

|Tnta.1 Screening Failures

[Total Subjects Enrolled

Total Subjecis Discontinued Before Month 12
Visit

Total Subjects Discontinued Due to Medical
Reason (product related)

Total Subjects Discontinued Due to Medical
Reason (WOT product related)

|Tutal Subjects Completing Month 12 Visii 503
|Tutal Subjects With Serious AFs 62

3

|]I'I[! OMFLETE ABORTION

ABDOMINAL ABSCESS, 1 REQUIRING MATOR ABDOMINAL SURGERY
(LAPAROTOMY )

[SPONTANE OUS ABORTION OF PREGNANCY.
[FRACTURED LEFT ULNAR BONE.

[ACUTE GASTRO ENTERITIS

[FEVER

Date:04-02-2008
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Design Standards

+ Footer
Study Name
Date
Version number
Page number if necessary




Design Standards - Footer

Si presente clasifique el tipo y ubicacidn marcanda la caja apropiada,

Base Apex Borde
lzquierdo para -
esternal

Eyeccian sistdlico

Regurgitacian sistélico

Estenotic diastolico

Regurgitacidn diastdlico

Firma de quien completé la forma
RHDECHOG CRF wersion .4 Fagina 1 de 2 7i25/2006
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Design Standards

+ Library of precoded answer sets
Yes/no/don’t know/not applicable
Method of administration of medicine

Severity of adverse event/experience
Education level




Precoded Answer Sets - Visit

330051 B

LAB
b
Center Number Study Number Participant Number Visit Date
O]3]5]3] 9860 Uil [dlls]/[o]#] /2007
mm dd YYYY

1= Visit 1 (Screening) PITTSBURGH ONLY
2 = Visit 2 (Enrollment) 7= Substudy Visit 1 Visit Type
3 = Visit 3 (Start of ph. 2) 8 = Substudy Visit 2
4 = Visit 4 (One week FU) 9 = Substudy Visit 3
5= Visit 5 (Two week FU) 0= heduled Visi
6 = Visit 6 (Final Visit - Main) = Unscheduled Visit

For any abnormal test results, complete AE form (except for Screening and Enrollment visits) |

Wet Mount Results 'I: f ;Ieg‘a:iuve
(Required for Visit 1; all other “as indicated™) 5 ;N';:]dl;;e

1. Candida

2. Trichomonas
Bacterial Vaginosi Pl
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# 1.Blood Para (LABS).Blood Parameters (LABS).1 (UPDATE)

FSN: 420027

Study Humber:

Hot entered for AE or CM

458678 Blood Parameters (LAES] page 10f3

0 of [Bubkct Code Number] [ ompleted
UC-781 Topical Vaginal Microbicide in 9,/19,/2007 BLOOD PARAMBEN
Heierosexual Women and their Male Partners
HC 101 tion date: (13 |03 2007 [ 1a. Mot done 2 Vis -
day mol
uto differential done —
) L ZMERAING
1. Collection Date: | | | | | | |2|0| | | anual differential don
DAY MON YEAR Day 7
L1 a. Not Done BC [10-3/ul; 0-6/uL): 7. Hemoglobin| D2y 14
I Unzcheduled
4 | 477 14.2

3. Was auto differential doge? /‘"‘1{ 3. MLV (H): 10. MCH (pg):
423 986 299

ACHC [g/dL): 12. Platelet Count [10-3/ul): 13. Polys [X):
5.WEC (10-3/uL) 7. Hemoglobin (g/dL) 5 e G

D] - D D] * |:|:| D] : D _pmphs [%]: 15. Mono [%]): 16. Eoz [%]:

K 11 2
8. Hematocrit (%) 9. MCV (fl) 10. MCH (pg) 17. Basos (%)

1.0 [L11] .0

12, Platelet Count
11. MCHC (g/dL) (10-3uL) 13. Polys (35)

1.0 (1111 1.0

Vizit Date page 2
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International




Pre-coded Answer Sets

17. Marque con un chulo los siguientes signos o sintomas relacionados con la infeccidn
faringea que el nifio tenga actualmente o haya tenido en los dltimos siete dias:

[ 1] Contacto con personas con faringitis: | 12] Nauseas: [ 23] Ganglios cervicales ant. ag
[~ 2) Dolor de garganta: [T 13) Vomito: [ 24) Ganglios cervicales ant. do

1. Date of LMP: g f|2s  F|2006 [ ] [ 3) Dolor al deglutir: [~ 14] Dolor abdominal: [ 25) Estomatitis anterior:
mm dd yyyy [v 4] Dificultad al deglutir: v 15) Diarrea: v 26) Ulceras orales pequefas:;
2. Day of cycle: |—5 [ 5) Hunqut?la: [~ 16) Amigdalas co_n exudado: | 27] Rash _escallatlmfolme:
. i ) [ B] Secrecidn nasal: [ 17]) Amigdalas eritematozas: | 28] Otro tipo de Rash:

3. Has the participant engaged in any of the followi v 7) Tos: [ 18) Faringe eritematosa: describa: |

a. Yaginal intercourze: 1 - [ 8) Dolor de cabeza: ¥ 19) Amigdalas agrandadas: 29) Temperatura [actual ):

A [Maone] [ 9] Malestar general: [~ 20) Petequias en el paladar:
b. Vaginal product: [ 10) Fiebre: [ 21] Ovula eritematosa:

Yaginal product Specify [ 11) Escalofrio: [ 22] Conjuntivitis:

c. Other [recipient of oral se
penetration of vagina by fing

_ Does participant have any u

2 | MO

a. lmmtation/burning:

I a. Anterior proximal half: | i+ Blank ~q-25 (" 26-%0 ¢ H1-7% ( »7% |
b. Anterior distal half: [+ Blank 1-26 26-50 (T 51-75 [ »75 |
c. Posterior proximal half: [# Blank " 1-25 (F26-50 ( 51-75 ( >7h |
tme of visit d. Posterior distal half: [*Blank (" 1-25 ( 26-50 ( 51-75 ( >7%5

6. Does the participant have any of the following symptoms

|
at this visit e. Right lateral proximal hall: [ Blank " 1-25 F26-50 " 51-¥8 (>75 |
o Discharge: |0 =l f. Right lateral distal half: [FBlank ( 1-25 [ 26-50 [ 51-75 [ >75 |
b. Burming: m
. Initation: [T—<] g. left lateral, proximal half: [# Blank ™1-26 (T 26-850 (T 851-75 (75 |
d. Itching: M = h. Left lateral distal half- | + Blank 1-25 " 26-950 ( 951-75 78 |
e. Pain: m

—

. Other: 0 -

Specify |

m Family Health
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Design Standards

Guidelines for CRF design
Boxes to hold answers

boxes provide visual cues

limit circling of answers (hard to interpret)
Specified density of questions on page
Separation of columns with thick lines
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SILCS Diaphragm Study
History Form — Visit 1: Screening/Enrollment

0oJ |

_ Center Number . | Study Number Couple Number ~¥Wisit Date
= : |
CHICEI i
oL % 9911 w2

200081

Year

o

b =2

Unless otherwise indicated, answer with either 0= NO or 1= YES.
All dates should be in month/day/year format.

1. Did the participant meet all subject eligibility criteria set forth in the protocol at the time of screening?

2, Ind the participant use an antibiotic, antiviral or antifungal product within 14 days of screening?

3. Were all criteria met at the time of enroliment?*

Q) [Hidd

o, T 5 T aE ~
4. Was the participant enrclled in the NICHD BuiferGel studyT
LI

If yes, specify h

er participant number:

s o

¥

5. Was the participant enrolled in the FemCap/diaphragm study?

[«

If yes, specify her participant number:

3 @ = Ak an .

EEEE

Date of birth

Fﬂll_lf.'i'olﬁlﬁl |

Etpaicity i

1= Hispanic/Latina
2= Not Hispanic/Latina

P

CEWVED| ~ | »
20800007

1= Asian

2= Black or African American
3= Native American or Alaskan Native

4= Mative Hawaiian or other Pacific Islander

5= Caucasian
&= More than one race
T= Other

&I

G Edugation (school years completed)

=
10, Pariner Status

1= Living with partner

2= Ned living with parner

11. Length of Relationship

0= < 4 months*
1=4 —6 months
2= & months

12, Average number of acts of intercourse per month

2R Obstetrical'Gynecological History

13, Was participant ever pregnant?
If no, skip to item #16

14. Date of last pregnancy outcome

| IR SEACH

*=If the question is answered with *0,” then the participant should not be enrolled.

Initials of person completing form: m r\ﬂ‘
' —

Date: -'?‘"/ ll ‘}j()

Version #5.0
111307




£ B dad & BE
M & ' v $BRaoe 2 B

B ;‘
% 9726 Help File M =E
File Edit Bookmark ©Options Help
| Print | | r |

Eentents| Index |
I

] I

h’ RAR 100779 Followr-un Due=tion. 1

211471

i
Follow-un | .;- -‘.l"‘-'.“ﬂ:_'}-"-u.'“-_:“_T:-"""._'Z-'t"':'.'_‘F—."-\ef_ ¥

Form Sequence Number:

Page Ij
Study Humber: Page Repeat I:l
Participant Number: it 7 e
Center Number. Defualt Visit

Language on form: =999

o7

FOLLOW-UP QUESTIONNAIRE
[31/08/2007 [DC/002/99

dd/mmsyypy
00

1a. When was your last pregnancy completed?

Vizit date Clinic: record number:

1. Since your last visit how many times have

you been pregnant?: yy

i
~| MO
]

o | |

1b. Since your last visit did you breastfeed? |2

1c. Are you currently breastfeeding™: |

1cl. When did you stop breastfeeding:

MEDICAL HISTORY
1=YES 2=NO 3=DK ongoing?:

x| [Me | =l
jNe

1=¥ES 2=N0 3=-DK

yyyy

2a. tuberculosis: |2

2b. blood transfusion: |2

Follow-up Quest - GFO | Interim Visit - GIV | Serious 4E - GSAE | Comments GEOM | Missed Visit - GMY |

End of Study - GSEI | Temination - GTM | Schedule Change - GSC | Participant Incident Log - GFIL |

There are several new things in this protocol that is a little different from other protocals.

Enroll

The center number for each participant comes from the first four digits of the participant ID. Do
not use the center listed on the batch flow sheet this is only the mailing center not the
center the participant was originally enrolled in. The Participant Mumber comes from the
last six digits of the patient ID. Once the participant is enrolled what you will see an the
navigator is the Participant Id, which combines the Center number and the PN. On the Navigator

the participant will be arder by increasing center number and then by increasing paricipant
number.

Dates

There are two types of dates in this protocol. One farmat is a 10-digit text format, which should
be filled in the format dd/mmdyyyy with the slashes included. The other is a two field, month and
year, farmat in which the day will be not enterable and defaulted to "01", ¥ou will see the "01"
actually grayed out.

Visit
Yisit items are all float items, which means they are set up to have a decimal point. There are

two farms that do not have visit items. These are the Termination form and the End of Study
Inventary. On these forms the visit should simply be defaulted to 89.9.

Block repeats

Repeating multiple page forms are set up as repeating blocks so that the blocks rather than the
pegee are repeated. When a block is repeated all the pages for that I:lleck are repeated It

- = Ll D L e [P [ U ) S [ = g S [ O 1 | [ [y o ey

SR 0 - YR e

3a. heart disease: |2 ﬂ Mo
3b. high blood prezsure: |2 L] Mo
3c. hepahitis: |2 ﬂ Mo
3d. diabetes: ]2 ﬂ Mo
3e. cervical dyplasia or cancer: |2 ﬂ Mo

'fh)

Family Health
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Design Standards

+ Skip pattern information
Bold, italicized instructions
Limit skips by placement of questions
Tell where to skip TO, not what to skip

Skip to “section name” not question number if
possible




FARL WHEALTH A TERRA TROMA L
A o parative Assessarend of a Plastic Sondom and A Latex Condomo
Ercakage ard Slippage
S e =0 M UL EBE U ES TN AR

l."iu:.mr-fm:
X = Flaathc

dory v o thiee Bollessring cuiesiiors iT pou weore 3o do ot The cormdeers on the penis weithaous i braaking

AT wa s e consdor pulsclbone ol deoee B shoall ol e 0. Dl yoay U Beo Sy Hoe o Llricin slier
peris? Chrele omse FLT L TT=-T T i
- e
O Paa 18 e — =
— 0 = by =1

BB Ao B CONSIGIT e o, did 8 s B s les ErT e

e T L 1= 'k, o I oamacs o dhee Coneoms

F = Wan, o kSe Pl g
0= p a=EVes 7 3= e, wealibe b nean
W s fehricant

10, D L] R e ey o] o s, Syl e

Phar

O B
T em, it the wagine
3= wes, weside the g

= -
anseeor the Pkl Guestons.

T D e usma T peded el ubacat Qaning ST - .
Cirehs ST Bhad Apgy. a5 m'l"l condorrs breck clming sex cr il G

T ENE DS T CANCRE G,

s C'_uzm -

1=, on ea psanis =~ g Brea b cnbny o Ggen ol S

F o= Wan sl Phe sy o 2= Yies, durieg (e eslry eagen Sak

3 = VWas. inckia ha s 3 = You. Guring ST Brpo of waginal ses

TN, el yes s anraEol Bppes ol lelesse gy soaF ‘-h'b.—‘ i =
it all vl oty 5= e i Seuall des

B o= e, vy welbalrgrsasl roeey Thes s

E;—!h T oo W, dlurin] ooel sl Do WP el perbee
it R N—— B s e, whide Laiing conderm off e e

Z = Yes, nssde fhe vagess B o= Wess, offer or o Kot e

B o= e, inGades e s
e T —— PR Wiheie dhl Bes oo bieak ¥ Cirele ane

T Wiils iy B conaerTs i mPios of e Soll oy - -ﬂ=ﬂgﬁ1—5-ﬂ-lﬁ‘
Sl o engEgn T Chcle all @i ety T = & ihe g of Tha Gondon
7 = asng the shaft of the coreknm

3= o thee O 01 B oo
& = ol

e - e =
5 = anal S on Male Dot D e e Aomh WA COMam [~ =]
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CRF Design tools

Word
Excel
Adobe Page Maker
Other




CREs In Excel

B3 Microsoft Fxcel - BY CRFs ¥ 1.0

] Ble Edt Wew Iwert Format Tools Dats  Window Help  AbleBits.com  PDF Create! BRAVO Study SURVEY
QEEHRAG A FEI 8B A9 8 3-8 2] -6 e
! Survey
Y117 - 5 Study Mumber 919 | 3| 2| Participant Number
A B o] s Tl= F|1G|[HI J K L | M 0| P RIS |T[U b b
‘ l | | | | 0 ‘ l l i | i l l l ‘ Center Murmher Mailing Date | | || | | \ | | | \
1 Survey e 4 vy
— T T T 1. Study Staff: Enter St Month (Enter 02, 04, 06, 08, 10

3 | |Study Number 91913 [ 2 [ Participant Number — er Study Mo (Enter 4 06, 08, 10) I—I—I

4 Thank you again for helping us with this study. Please answer these questions as honestly as possible.

& | |center Number Mailing Date |We will keep all information on these forms confidential.
| B Y INSTRUCTIONS: To mark your answers, use black pen to put an (X} in the checkb ox. [X_]
7 | [1- Study Staff: Enter Study Month (Enter 02, 04, 06, 08, 10} For dates, use mm dd ywyy. Example April 16, 2008 is Lol 4]l d|EI 6l 2]0o]o]s8]

9 | |Thank you again for helping us with this study. Please answer these questions as honestly as ™ ey

10| |possible. We will keep all information on these forms confidential. | To change an answer, draw a straight line through the old answer. Ry
l 11 | [INSTRUCTIONS: To mark your answers, use hlack pen to put an (X) in the checkh- 2. What date did you collect these swab samples? | | Il | ] | | | |

of
| 13 |For dates, use mm dd yyyy. Example April 16, 2008 is mm w
| YW‘!’ 3. About when was the first day of your last menstrual pariod? | | | | [ |
o

| 16| |To change an answer, draw a straight line through the old answ‘@' » If you filled in a date, skip to Item 4 " e

1 2. Wyhat date did you collect these swab samples? | | || ulu \ \ | | | a. ITyou are not sure, was it? Mark (X) for the answer

mim YUY

EEn| Maore than 30 days 1520 days ago Less than 2 weeks ago
_%%_ 3. About when was the first day of your last menstrual period? | | Il | il | ] | (I ys ] VS A 1 i

mm dd YYYY 4. Areyou currently having any of the following symptoms? Mark (X) NO or YES for all

23 » If youfilled in a date, skip to ltem 4 NO YES

25 a. If you are not sure, was it? Mark (X) for the answer |:| I:|a. Waginal itching

7 [ IMorethan30days [ |15-30 days ago [ Less than 2 weeks ago| 1 [T b vaginal burning or pain

29 | |4. Are you currently hawing any of the following symptoms? Mark (X} NO or YES for all I:| |:|c Unusual or abnarmal vaginal odar

31 NO YES | [ 1 [CJd. Unusual or abnormal vaginal discharge
! 33 l:' Da- ‘aginal itching F or the next set of questions, we will be asking ab out things that have happened since the last time you

- = = filled out a questionnaire, which was about 2 months ago.

! 3 l:l I:lh “aginal burning or pain
! 37 l:l I:lc Unusual or abnormal vaginal ador NO YES NOTSURE
= [ [Jd. Unusual or abnomal vaginal dischargs 5. Have you been pregnant since you last filled out a guestionnaire? [ | [ [

6. Hawe you used any of the following methods as hirth control or to protect yourself from

41 | |For the next set of questions, we will be asking about things that have happened since the last time " ! I ! T -
getting an STD since the last time you filed out 3 questionnaire for this study?  Mark (X} NO or YES for all

42 | |you filled out a questionnaire, which was about 2 months ago.

Exzil T T T T T T T T T NO YES
44 NO YES NOT SURE
=an : [ [ bith cortral pills
7‘;17@ 5. Have you been pregnant since you last filled out a questionnaire? l:l l:l l:l I:l I:lh Nuva-Ring
| 48 | |B. Have you used any of the following rmethods as birth contral or to protect yourself from |:| |:|c Birth control patch
4 getting an STO since the last time you filled aut a questionnaire for this study? | Mark {X) NO or YES for all l:l I:ld- Candoms
51 NO YES | [ | ] [ e Spermicide cream, foam, jelly, or praduct cantaining Manoxynokd
! 53 [ 1 [ 1a. Birh contral pills [ 1 [ Depo-Provera shot
| [ 1 []b NovaRing [ [ u. Emergency contraception (Plan B or Marning After Pill)
57 [ 1 [ lc. Birth control patch [ [TIh IUD (irtra-uterine device, Mirena, ParaGard)
[ 1 [ ]d Condoms [ 1 [CJi Tubal ligation
! &1 |:| |:|e. Spermicide cream, foam, jelly, or product containing Nonaxynok2 |:| l:lj. Other, please list
| 63 l:l I:lf Depo-Provera shot | | |
E l:l I:lg Emerency contraception (Flan B or anmg After Pill)

W 4 » v\ ELIG { BASELINE 3, SURVEY { FINALSY { MISSED £ LAB (CONTACT {TREATFU { PREG ,{PREGOUT J{ COMMED ( AE 4 FINAL warsion 1.0 February 26, 2008 Page 102 Study 9832 BY
ipraw s [g [ Autoshapes~ N W 1 O A Al £ (8] & | & - - A - Kﬂlj!
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CRF Connectivity

+ Standard method of linking CRFs

Boxes that store the Form Sequence Number
(FSN) of the related form

Open-ended text fields to hold list of FSNs
separated by commas




CRFE Connectivity -
Form Sequence Number (FSN)

+ 6-digit number (no leading 0)
+ Assigned to each CRF

Same FSN for each sheet of multipage CRF
+ FSNSs are unique within each study




GCP Connection

+ 2.10 All clinical trial information should be
recorded, handled, and stored in a way that
allows its accurate reporting, interpretation, and

verification.




FAMILY HEALTH INTERNA

omparative Assessment of the Contraceptive E
Plastic Condoms and Latex Co

CLINIC VISIT FORM

FAMILY HEALTH IN
omparative Assessment of the Contra

Plastic Condoms and
ADVERSE EVENT

STUDY IDEN&I CATION

1. Center numbe EE

STUDY IDENTIFICATION

- Center number: HEE D

2. Study number;

OEDaEs

Canael -

CONTACT DATA

L

. Gender of participant:
) Female
1) Male

5. Tvpe of visit: _
1) Week 4 3} Week 16 5) Final. Wee
2) Week 10 1) Week 22 6) Unschedulg

6. &

145298 FAMILY HEALTH INTERNATIONAL EZCM
7 . - o o Comparative Assessment of the Contraceptive Effectiveness of Slip-On
- Adverse event (diagnosis, if known): Plastic Condoms and Latex Condoms be m 7. Was the coup
CONCOMITANT MEDICATION FORM -
Veper Respiradard 1mfed 100 their study co
L 1 7 STUDY IDENTIFICATION - 1) No
1. Center number: mmﬂu .3. Couple number: “mml‘ 1) Yes —»
2. Study number: [0] 7] 4]7 | a. baeoteontact: [1]0] [DH [19[9F7]
Month  Day Year

8. Date of onset: |0IC’;H3|"5 “ Iqlq['l |

Month Day Year

Gender of participant:

1) Female
1) Male

6. ication that was admini | ?ﬂ{:t\ﬁ
7. ¢ daily dose: _| :{:QLng,—Ji'
s (=
2} Other
9. Date medicatioglarted: 4} ql IE@ ! ] ; IJ:I'
Month  Day Year
10, Date medication ended
Month Dy Year
Or, eode ‘1" in this box il medfgation was still ongoing when participant discontinued |

from the study.

1L Reason for medication:

a) Adverse event{s}
0) Mo
1) Yes
Specify FSN(s) from EZAE formgs)

fii? o — .§§f;f §5

Family Health
International




CRF Connectivity -
Review of CRFs

+ Map all links between forms
Multiple instances of forms can affect the linkage
Are the links bi-directional?
Are CRF dates used for linkage?




CRFE Design Conclusions

+ Reusable modules enforce data integrity and
efficiency of forms

+ Design standards improve quality of data
collected and increase efficiency of data
analysis

+ CRF connectivity is crucial when planning
complex analyses




101322 FINAL

WILDCAT CS Phase 3 Study

Final Status
1. Study Number: .8 |7 | 6_|.5 |
2. Screening Number: | | | | | |

3. Discontinuation Date: | | WA | WA | | | |

month day year

4. ID # of person completing form: | | |

LS 1T L = L | |

1=Not enrolled - Specify reason and skip to Investigator’s tatement:
2=Discontinued before final scheduled follow-up visit

3=Lost to follow-up = Skip to Investigator’'s Statement

4=Completed final scheduled follow-up visit > Skip to item 6

6. Reason for early diSCONTINUALION. .. ........ it e e e e e e e e | |

1=Protocol violation > Specify:

2=Medical reason, not related to study product

3=Medical reason, related to study product > Specify:

4=Participant request following physical

5=Participant request, related to study product
6=Participant request, related to study product - Specify:
7=0ther - Specify:

8. Post-discontinuation VISIt FEQUITET. ..........e i it et et e e et e e e e e e a s | |

0=No - Skip to Investigator’s Statement
1=Yes—> Specify reason:

9. Date of post-discontinuation visit........................ | | WA | WA | | | |

day month year

INVESTIGATOR'S STATEMENT

| have reviewed all data contained on the data collection forms for this participant and have verified that the contents are
consistent with observations and source records. They accurately reflect the condition of the subject before, during, and
at the completion of the study.

N RN I S NN J N N N S

Investigator's Signature month day year

Initials of person completing form: Date:

Version 1.0, September 07, 2004



454341 FU
WILDCAT Phase 3 Study
Follow-up Visit

1. Study Number: |. 8 1 7 ] 6 | 5|

2. Center Number: | | | | | |

3. Screening Number: | | | | | |

4. Date of Visit: | | V4| | 171 | | | |

day month year

5. ID # of person completing form:..............ccoveeeeen.n. | |

6. Follow-up Visit # (1-12) ..oveiieeiiee e | |

7. Has participant experienced any headaches

since the [ast ViSit? ....... .ooooes coier e, | |

0=No
1=Yes

8. Has patrticipant used any pain relieving products other than study product since last visit? ................ | |

1=No
2=Yes > Answer the following with 0=NO or 1=YES

a. Powder ..., | |
B, LiQUid ..o | |
Co Gl | |
d. Other-> Specify: | |

9. Participant status ..........ccoooiiiviiii i e
1=Continue to next scheduled follow-up visit
2=Discontinued at this visit > Complete FINAL Form

Initials of person completing form: Date:

Final, September 08, 2004




8798

FU

Recent Medical History

1. Study Number: .8 |7 1.6 |5 |

2. Screening Number: | | | | | |

3. Center Number: | | | | | |

4. Date of Visit: | | (WA | | 7] | | | |

day month year
5. ID # of person completing form: |__ ||

Please respond to items 6-11 with reference to the Past 12 months.
6. Has participant had any allergies?.............coooviiiiiiinenss |

0=No

1=Yes - Specify:

7. Has participant not had any dermatological problems?........ ... e |
0=No
1=Yes - Specify:

8. Has participant had any episodes of migraine
headaches?..........coovvii i
0=Yes
1=No

9. Has participant had any Seizures?..........ccoovvvevievivinennnn. ]
0=No
1=Yes

10. NUmMber of SBIZUIES .....cviiieie e e |

Final September 08, 2004



890765 LAB

| WILDCAT CS Phase 3 Study |

Lab Results form

1. Study Number: -9 |8 | 4 |I.5 ]

2. Screening Number: | | | | | |

3. Center Number: | | | | |

4. Date of Visit: | | (WA | | 7] | | | |

day month year
5. ID # of person completing form: |__ ||

6. Pregnancy tests resultS?...........ccooviiiiiiiiiinenss | |
0 = Negative
1 = Positive

7. Chlamydia tests reSUIIS?......cvii it e e e -
0= Negative
1= Positive

3 = Not Done 2 Specify reason:

8. HIV testS reSUltS?.....o v e e, |
0= Negative
1= Positive
2 = Not Done - Specify reason:

9. Influenza Atestresults ?..........cooveeiiiiiiiinnnnes |
0=Negative
1=Positive
2=Not Done > Specify reason:

10. Number Of SEIZUIeS .......ccuvviiiiiiiiiee e, [

Final September 08, 2004



Final September 08, 2004



Final September 08, 2004
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