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Guidelines for Direct Data Entry into REDCap utilizing eCRFs

Introduction: When entering data directly into REDCap, eCRFs are programmed to only show

variables relevant to the specific visit. This includes skip patterns for subsequent questions that are

only relevant if the leading question is answered in a manner that requires additional information.

Leading questions typically follow a Yes/No (or normal vs abnormal) format. Site staff should

familiarize themselves with the skip patterns on the eCRFs to ease data capture on occasions when

they may need to use a paper CRF.

Forms ha begin wih “PRN” should be used only when needed.

Required Variables:

Many variables on the eCRFs include the *must provide value notation. Example shown below.

If the variable is not answered when the user saves the eCRF, an auto-generated system query pop-up

alert (as shown below) will display on the screen. The eCRF will be saved despite the missing data,

however you should make a note to return to the eCRF to enter the data once you have the

information.

I he inormaion is no available o be enered, use “No Done” or ‘ND” in places where, or example,

a specimen was not collected. This will help minimize queries. The eCRFs include instructions for what

to enter in situations where data is not available.
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Data Entry/Corrections: After an eCRF has been completed, the user has the ability to save it with

a saus o “complee”, a saus o “incomplee” or a saus o “unveriied”. Ulimaely, he expecaion

is ha eCRFs submied will be in heir “Complee” sae, bu a he ime o daa enry some daa may

be missing or questionable, requiring verification. The RedCap eCRFs may be saved with a status that

signals study staff that an eCRF requires additional attention before being finalized

I is required o mark he “Complee?” variable or every eCRF submitted in REDCap. Note that this is

used o signal compleeness on he Paricipan’s dashboard; the variable is not included on paper CRFs.

When in the Record Home Page, users are able to view the status of all required eCRFs by noting the

color of the eCRF icon. See legend for status icons:

Once missing data are entered into empty fields, or unverified data are confirmed, the eCRF will need

o be saved wih a “Complee” saus.

Any field within an eCRF may be updated/corrected by overwriting the incorrect data, then saving the

eCRF again. An audit log is automatically maintained that notes which user made the correction. No

other user action is necessary to affect a correction.

To back out of a correction i.e. maintain the eCRF as it was prior to unsaved correction(s), the user can

selec “Cancel”. This will close he eCRF o ediing and resore he eCRF o he sae i was in prior o

the editing session that was unsaved. Once saved, it will be impossible to restore eCRF to former

versions.
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Dae and Time elds: Dae elds ollow he orma: DD-MM-YYYY, wih he monh depiced in is

numeric orm. For example, Chrismas o 2021 would be recorded as “25-12-2021”. Dae elds can be

enered in eiher o wo ways. They can be yped ino he dae eld in he above described orma, or a

dae can be seleced rom a calendar. To ener a dae in his way, selec he calendar icon ha is

siuaed nex o dae elds, and using arrows in he op poron o he calendar, advance o he desired

monh and year. Once a day is seleced, he calendar will disappear and he seleced ull dae will

populae he dae eld. Veriy ha dae enered is he inended dae.

A ew eCRFs conain me elds. The me eld is enered hrough selecon o hour and minues rom

wha resembles a Liker scale. To ener a me, click on he me icon. When time is properly selected by

dragging Selection Cursors with your mouse, click on “Done” o populae ield and cause he calendar o

disappear.

I enering daa in real me, use o he “oday” (dae) and “now” (me) buton will auomacally ll in

he curren dae and me.
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REDCap Dashboard

Entering a New Screening Participant: A unique PTID (participant ID) is assigned to participants

who have completed an informed consent. Log into RedCap and navigate to the Record Status

Dashboard. Select the pre-assigned PTID number.

An empty Participant Dashboard will display on your screen:

To begin enering daa, click he bubble or he “Esablish PTID” CRF in he op lef corner o he grid.
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SCREENING VISIT CRFs (V1)

General Noe or all Screening CRFs

I over he course o he 45 day Screening window, he parcipan needs o be re-examined or have

samples colleced again, a new insance o he relevan CRF can be added. This is done by clicking on

he “+” buton on he dashboard nex o he CRF access bubble. Or clicking he “+ Add new” buton

below he exisng insance o he CRF in he Repeang Insrumen Secon locaed under he PTID’s

dashboard. The opon o add a new insance only becomes available afer one insance is already

enered. Addional explanaon and visuals included in nex secon.

Esablish PTID CRF

Choose he sie a which his parcipan is screening, hen documen he dae, and wheher his is he

rs or second screening atemp or he parcipan. Sies are responsible or racking his, as

parcipans are only allowed per proocol o be screened wice or he sudy. I his is he second

atemp, he previously used PTID should be enered or he “Ener he PTID assigned o he parcipan

a rs screening atemp” queson. Then mark he orm complee, and connue o he nex eCRF.
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ICF Summary CRF

The ICF Summary CRF capures he ICF version/dae and he consen addendum opons ha he

parcipan agreed or did no agree o.

From section 4 SSP Informed Consent: Informed consent is a dynamic process that should continue
throughout the duration of study to ensure participant understanding of protocol requirements. Site
staff should review protocol requirements and processes at study visits/contacts as applicable and as
deemed necessary. Study participants are free to withdraw consent at any time during participation.

This CRF is repeaable. The ICF Summary CRF is o be updaed anyme here is a new ICF version. Also

parcipans may change heir minds abou consen during he 45 day screening process OR even afer

hey have been enrolled/randomized. Changes o he ICF version or he addendums he parcipan

agreed o will necessiae a new enry o he ICF Summary CRF. The previously recorded daa should

NOT be writen over.

Below is a secton o he ICF Summary CRF as i appears in REDCap:
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How o add an updaed insance o he ICF Summary:

I here are changes o be recorded or a parcipan on he ICF Summary, a new insance o he CRF

mus be creaed. This is done by clicking he “+” buton on he dashboard nex o he CRF access

bubble:

The dashboard example shown below indicaes ha he PTID already has mulple ICF Summary CRF

insances enered (he access bubble has a 3-dimensional eec).

Alernaely, you may use he “Repeang insrumens” secon below he PTID’s dashboard. Clicking he

“+ Add new” buton below he exisng ICF Summary CRF(s) will acvae anoher insance o he ICF

Summary o be enered.
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Demographic (DEM) Form – reer o Behavioral CCG documen or DEM Form

Baseline Medical and Mensrual Hisory CRF

This CRF esablishes a baseline or exisng medical condions, allergies, curren Rx and OTC

medicaons; as well as capuring amily planning mehods currenly being used by he PTID. Mos o

he quesons are Yes/No answer orma, wih noes reminding sa o documen condions and

medicaons on he appropriae logs.

Parcipans will be asked i hey know he dae o heir las period, and hen asked o provide he dae.

Even i he parcipan has no had a period in monhs or even years, i hey know he dae, i should be

enered. I he parcipan recalls heir las period was “someme in June o 2021” ener 15-6-2021 (as

a deaul, i he parcipan canno remember he exac dae, using he 15h o he monh is accepable).
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In he amily planning secon, all o he accepable mehods he parcipan is currenly using should be

marked. I a non-hormonal mehod o birh conrol is marked, REDCap will ask or he sar dae o ha

mehod, as shown in he example below:
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An assessmen o vaginal and urinary sympoms is done, and all sympoms ha apply are o be marked.

I “oher” is marked, a ex box o speciy he oher sympoms will appear in REDCap. I “oher” is no

marked, he ex box will no appear in REDCap:

Noe: This CRF (Baseline Medical and Mensrual Hisory) reerences ulizing The Pre-exisng Condions

Log and he ConcomianMedicaons Log, which are Ongoing Logs o be reviewed a every in-clinic

visi.
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Screening Physical Exam and vial signs CRF

A physical examinaon is required a Screening (all variables require an answer). I “Abnormal” is

marked or any o he specic body sysems, an addional daa enry box will appear o documen he

abnormaliy (shown below or “Oher”). Indicae uni omeasuremen or heigh and weigh.
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Pelvic Exam CRF (as viewed during Screening Visi)

The quesons ha appear as he orm is opened are all required o be answered:

I “Abnormal” is marked or any secon o he pelvic exam, anoher queson will ask he user o mark

all o he ndings. I “oher” is hen chosen, a ex box will populae asking you o indicae he nding:

DocuSign Envelope ID: 239B8D50-5595-4FDC-8A69-165CA0D4A30A



MATRIX | MATRIX-002 Protocol Version 1.0 24MAY2023 Page 14 of 52
Clinical CRF Completion Guidelines Version 1.0 12OCT2023

Vaginal pH and we prep are available a screening i indicaed, hough neiher are required. I “yes” is

marked indicang ha vaginal pH was done, hen addional daa will need o be enered (dae o

vaginal pH collecon and vaginal pH value). Similarly, i “yes” is marked indicang vaginal we prep was

done, quesons will populae o documen he we prep resul. I “abnormal” is noed, you are hen

asked or a more deailed descripon o ndings:
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Hemaology and Chemisry Resuls CRF

This CRF is required or V1 and V9. Unis or resuls are lised in he dierenmeasuremens used by

sies. Creanine requires a uni o be marked.
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HIV, STI and Urine Tes Resuls CRF

An HIV es is required a every in-clinic visi. For sies ha have CLIA cercaon or saliva esng,

here is one place o documen a rapid es resul. I a blood es is colleced, here are wo places o

capure resuls. Boh opons are shown below as hey appear on he CRF during daa enry.

I “Saliva” is seleced:

I “Blood” is seleced:
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As indicaed on he eCRF, Syphilis serology is only required a screening; whereas urine pregnancy

esng is required a every clinic visi.

Addional urine ess may be colleced bu are no required. This includes urine dipsck and urine

culure. Noe ha here is no a eld o capure he urine culure resul in REDCap. Relevan resuls

should be capured as Adverse Evens.
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STI esng is required a all in-clinic visis. Once marked YES or “was a sample colleced or…esng?”

he resul variable becomes available o documen he es resul.

The ollowing queson is only asked a he Screening Visi:
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ENROLLMENT VISIT CRFs (V2)

Marix-002 Randomizaton CRF

The Randomizaon CRF should only be acvaed once he PTID has been randomized (per SOP).

The CRF will auomacally pre-ll he daes o when he parcipan began screening and he nal dae

hey can be enrolled. Also when he enrollmen dae is enered, he “days since SCR began” will be

calculaed. This mus be 45 days or less. Complee he addional variables documenng

Randomizaon Number, lm assignmen, dae and me.
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Pelvic Exam CRF (as viewed during Enrollmen Visi)

The Pelvic Exam CRF uncons he same or enrollmen as i does or screening (reerence pages 13-14).

The only dierence is ha he bi-manual exam variable is no available a enrollmen.
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HIV, STI and Urine Tes Resuls (Enrollmen)

This CRF uncons he same as i does or he screening visi. HIV, Urine pregnancy and STI required;

Syphilis serology, urine dipsck and urine culure only i indicaed or per local sandard o care.

Guidelines are he same as or screening (as shown on page 16-18 o his documen).

Updaed Medical and Mensrual Hisory CRF (Enrollmen)

This orm allows he parcipan o repor updaes o heir currenmedicaons, LMP, birh conrol

mehod(s), and urinary and vaginal sympoms. The CRF ollows he same line o quesoning as he

Screening Medical and Mensrual Hisory CRF, excep he quesons are ramed wih “Have you… since

your las visi?” Abide he noes o updae concomianmeds and pre-exisng condions as needed.
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I here have been changes o he PTID’s birh conrol mehod since he las visi, documen ha here.

In his example, he oral conracepves will be documened as a new medicaon on he Concomian

Medicaons Log, and he Copper IUD inseron dae can be documened in he dae box ha will

appear on he eCRF.

Quesons regarding vaginal and urinary sympoms complee he orm:
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Specimen Sorage CRF (Enrollmen)

Documen he specimens colleced a his visi. A collecon dae should also be enered.
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Visi Summary CRF (Enrollmen)

The Visi Summary CRF is a review o wha happened during he visi. Any “yes” answer indicaes an

expecaon ha a new enry would be documened on a CRF linked o Ongoing Logs or wihin he

Produc Hold/Disconnuaon Folder on he Dashboard. The dae enered here will be he dae used by

Daa Managemen o deermine i he regular sudy visis are wihin window.

Daa regarding in-clinic required procedures
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PRN Hemaology and Chemisry CRF (Enrollmen)

The PRN Hemaology and Chemisry CRF is no required bu is available i needed; guidelines are he

same as or screening. There is a noe indicang “ND” should be marked in each eld i he lab es was

no done.

DocuSign Envelope ID: 239B8D50-5595-4FDC-8A69-165CA0D4A30A



MATRIX | MATRIX-002 Protocol Version 1.0 24MAY2023 Page 26 of 52
Clinical CRF Completion Guidelines Version 1.0 12OCT2023

PRN Targeed Physical Exam CRF (Enrollmen)

The PRN Targeed Physical Exam is only needed i an examinaon is indicaed during he visi.

Guidelines are he same as or screening. There is a noe indicang “ND” should be marked in each

eld i blood pressure was no done.

Reer o SBR CCGs or Socio-behavioral CRFs linked o Enrollmen and subsequen visis
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24 -72 hour phone conac CRFs (V3 and V7)

V3 (and V7) are very shor conacs by elephone or SMS messaging. The 24-72 hour phone conac

includes he “Brie Accepabiliy (FU2) orm” (included wih he Behavioral CRF Compleon Guidelines)

and he Visi Summary CRF (shown on pager 24 o his documen).

I he conac is missed, he PRN Missed Visi CRF is o be compleed insead.

PRN Missed Visi CRF (rs available a V3, bu applicable or Visis 3 hru 10)

The PRN missed visi CRF is only o be used i he parcipanmissed a visi. The CRF is linked o all

regularly scheduled visis afer Enrollmen. Noe hamissed visis do no require an enry on he

Proocol Deviaon Log CRF. I a Missed Visi is capured on a paper CRF, daa should be enered ino

REDCap as soon as possible. Ideally, wihin 1-2 days o he visi, hough up o 7 days is accepable.
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A noe abou all phone conacs:

The Brie Accepabiliy (FU2) Form begins wih a place o ener he dae o he phone

conac (shown below). This is he variable used o deermine i he conac happened

and was wihin he appropriae visi window. Leaving his variable blank will resul in

he visi showing up on a missed visi repor. I ranscribing he dae rom a paper CRF

ino REDCap, be sure you are capuring he dae he conac occurred.

Week 1, Week 2, and Week 6 Phone Conac CRFs (V4, V5 and V8)

These phone conacs include he “Brie Accepabiliy (FU2) orm” designed by D2D (included wih he

Behavioral CRF Compleon Guidelines), he Updaed Medical and Mensrual Hisory CRF (shown nex

on page 29 or visis afer enrollmen), and he Visi Summary CRF (shown on pager 24 o his

documen).

I he conac is missed, he PRN Missed Visi CRF is o be compleed insead (reerence page 27)
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Updaed Medical and Mensrual Hisory CRF (as viewed in REDCap afer Enrollmen or

visis: V4, V5, V6, V8, V9* and V10).

Noe: V9 includes additonal social impac assessmen questons (see page 31 o his documen.)

The ollowing secon appears on he eCRF anyme i is ulized afer he enrollmen visi. The res o

he CRF ollows he same ouline as previously shown or Enrollmen (reerence pages 21-22).
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Week 4 and Week 8 Clinic Follow-up visi CRFs (V6 and V9)

The Clinical CRFs available or use a V6 and V9 are he same as or V2 Enrollmen wih

wo exceptons:

 The Randomizaton CRF is no needed

 Hemaology and Chemisry Resuls are PRN a V6, bu required a V9

 Noe also ha he Behavioral CRFs are dieren or V6 and V9.

A couple o V6 and V9 CRFs include additonal questons, oulined here:

Pelvic Exam CRF (when viewed a any visi afer enrollmen: V6, V9 and Inerim)

The Pelvic Exam CRF as viewed or V6 and V9 (and inerim visis) includes a place o

documen a lm visibiliy assessmen prior o specimen collecon. These variables are

shown below:

The Pelvic Exam CRF hen proceeds in he same manner as when used a V2 Enrollmen.
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Updaed Medical and Mensrual Hisory CRF (as viewed or V9)

The Updaed Medical and Mensrual Hisory CRF includes an addional promp. The CRF

begins wih quesons ha are he same as previously used:

The ollowing secon regarding social impacs is only available or V9:

Noe ha a social impacmay be repored a ANY visi during he sudy, and should be

documened on he Social Harms and Benes Assessmen Log ound in he Ongoing

Logs Folder on he REDCap Dashboard (Ongoing Logs CCG, nex page), however he

parcipans are only asked i hey’ve experienced a social impac a he 8 week Clinic

visi (V9).
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ONGOING LOGS – CRFs o be used and updaed as needed

ConcomianMedicatons Log

All medicaons he parcipan is currenly aking should be documened on he “Con Meds Log”

shown below. To add more medicaons, use he “+” buton on he dashboard nex o he bubble, or

he “+ Add new” buton in he Repeang Insrumens secon below he dashboard.

Sar and Sop Daes are open enry ex elds o accommodae parcipans who may only remember

he monh and/or year. Medicaons documened a Screening can be lef wih an “Incomplee” orm

saus, as hey are o be reviewed a he parcipan’s nal visi.
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Pre-existng Conditons Log (Ongoing Logs)

All condions or diagnoses he parcipan repors should be documened on he Pre-exisng

Condions Log shown below. To add addional enries, use he “+” buton on he dashboard nex o

he CRF saus bubble, or he “+Add new” buton in he Repeang Insrumens secon below he

dashboard.

Sar and Sop Daes are open enry ex elds o accommodae parcipans who may only remember

he monh and/or year. These enries can have orm saus lef as “incomplee” in he orm saus

secon, as all Pre-exisng Condions should be reviewed a enrollmen, and marked “complee” hen.
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Proocol Deviatons Log (Ongoing Logs)

Use his repeaable CRF o documen each Proocol Deviaon (oher han missed visis which will be

racked wih he “PRN Missed Visi” CRF). As Proocol Deviaons are me-sensive, please ener each

one ino REDCap as soon as possible. Please click he TODAY buton on he eCRF o capure he enry

dae (his should no be back-daed i a deviaon was rs documened on a paper CRF).
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I “oher” is chosen or ype o deviaon, a place o ener he “oher” ype is provided. Addional

variables o ener long-orm descripons and acon plans are hen available and each should be

compleed or every deviaon enered.
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Adverse Even Log (Ongoing Logs)

Adverse Evens are me-sensive and should be enered ino REDCap as soon as possible. To rack he

dae o enry, please click he TODAY buton o capure he enry dae (his should no be back-daed i

AE was rs documened on a paper CRF). Complee he CRF as bes as possible, and updae as needed.

The Adverse Even Descripon should be kep brie. I sympoms led o a diagnosis, he diagnosis

should be enered as he Adverse Even Descripon raher han he sympom(s).
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The Saus/Oucome Dae eld is available i “Deah” or “Resolved/Sabilized” is marked as he Saus.

Some reamen opons require addional specicaon.
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The SAE Caegory Field is only visible i Yes is marked or “Is his AE serious according o ICH

guidelines?” I he SAE Caegory is “Oher,” indicae he oher caegory. I he SAE is a Hospializaon,

addional deails regarding admission and discharge daes are required. Nex, here is a secon or

Diagnosc esng/labs.
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Daes o lm use help saey physicians when reviewing SAEs and Grade 3 or higher relaed AEs.

Relaedness is o be deermined by a Clinician. An ongoing narrave documenng esng and

oucomes is o be updaed as more inormaon becomes available. Each commen is o be inialed

and daed (nex secon).
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Social Harms and Benes Assessmen Log (Ongoing Logs)

Social impact type: Indicate whether you are documenting a social harm or a social

benefit.

Definition of Social Harm: Social harms are non-medical adverse consequences

experienced by study participants that are related to their participation in the study.

This includes psychological, physical, sexual, legal, and economic harm.

Definition of Social benefit: Social benefits are positive impacts experienced by study

participants that are related to their participation in the study. This includes

psychological or physical benefits, relationship improvements, and general well-being

benefits to self or community.

Depending on which is marked (harm vs benefit), the CRF will skip to the appropriate

and relevant questions,
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When documenting a social harm, follow these prompts:
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When documenting a social benefit, follow these prompts:
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Produc Hold/Discontnuaton Folder (CRFs available or completon as needed)

Partcipan Dispositon CRF

All parcipans who have been assigned a “PTID” in REDCap mus have his CRF

compleed once heir parcipaon in he sudy has ended. Usually his will occur a Visi

10 (Sudy Exi Visi), unless he parcipan exis he sudy prior o compleon.

Shown below as viewed upon opening in REDCap. Addional quesons populae based

on he answer o he Primary reason or compleon/disconnuaon.
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I he parcipan has compleed he sudy, he only oher queson o complee is

relaed o evaluabiliy, wih an opon o documen addional relevan deails below.

I “Parcipan did nomee all eligibiliy crieria” OR “Parcipan did no enroll wihin 45

days o screening” are marked, you are asked o conrm he PTID as a screen ailure:

I AE/SAE is marked as he reason, here is an addional queson o indicae which AE:

And i Oher is marked, speciy oher reason:
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In each case, he queson “Is he parcipan evaluable?” will appear. As indicaed in he

oonoe o he queson, per proocol, evaluable is dened as having compleed V6. This

queson is only skipped (no shown in REDCap) i he parcipan did no enroll.

For Screen Failures (“Screen-ous”), he eCRF will ask which eligibiliy crieria prevened

he PTID rom enrolling (boh Inclusion crieria and Exclusion crieria can be marked).

Addional quesons hen populae or more specic inormaon.
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Sudy Produc Hold/Discontnuaton Log (repeaable CRF o be used as needed)

Use his CRF i sudy produc has been held/disconnued. I sudy produc is no resumed, hen

complee he Parcipan Disposion CRF as well.
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HIV Conrmaory CRF

I a parcipan ess posive or HIV, his CRF documens he conrmaon o he posive

es.

When YES is marked or “Was an HIV Conrmaory Tes Colleced?” addional quesons

appear in REDCap:

Addional quesons also appear i a plasma conrmaory eswas colleced:
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And i an HIV RNA PCR eswas compleed:

Mos imporanly, he Final HIV Saus eld mus be compleed:
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Pregnancy Repor and Oucome CRF

This CRF is only used i a parcipan becomes pregnan

 This orm is used o repor a pregnancy and pregnancy oucome(s) repored pos-enrollmen.

 Every eor should be made o ollow he pregnancy o oucome.

 Complee his orm when inormaon abou a pregnancy oucome becomes available o sudy sa or

when i is deermined ha he oucome is unobainable.

 A pregnancy oucome can be an inan or a eus. The concepon o wins should resul in reporng o

wo oucomes. I a pregnancy resuls in more han wo oucomes, conac he Daa Manager or

guidance on how o complee his orm.

Addional quesons relaed o he pregnancy oucome will populae in REDCap, once

“Is he oucome o his pregnancy obainable?” is answered. As pregnancy and

pregnancy oucome inormaon may be limied, i is expeced hamany o he variables

on he Pregnancy Repor and Oucome CRF will be blank. The CRF should be compleed

as horoughly as possible when he pregnancy is rs repored. Updaes o he CRF can

be made wih each ollow-up atemp as appropriae.
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Inerim Visis

Inerim Visis can occur a any me once he parcipan is randomized. Each insance o

an Inerim Visi allows access o all clinical ollow-up CRFs, hough only hose CRFs

needed should be used. However, he Updaed Medical and Mensrual Hisory CRF

should be compleed or every Inerim insance (unless he CRF was compleed a a

regularly scheduled sudy visi wihin he pas 24 hours). The Visi Summary CRF should

also be compleed or all insances o an Inerim Visi.

Inerim Visis have heir own older on he REDCap parcipan Dashboard (afer V10):

Enlarged View:

To add anoher inerim visi insance, you click he “+Add new” buton a he op o he

Dashboard Folder.

Each Inerim Visimus be documened as is own insance.
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This paral screen grab o he PTID’s dashboard indicaes 2 Inerim visis have already

occurred, and anoher (#3) is abou o be enered ino REDCap. Each Inerim visi has is

own column on he PTID’s dashboard in REDCap.

Remember, regardless o wha CRFs are needed o documen he procedures compleed

a an Inerim Visi, he Visi Summary CRF mus be compleed or each insance o an

Inerim Visi.
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